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FEDERAL TRADE COMMISSION’S BUREAU OF 
COMPETITION AND THE U.S. DEPARTMENT 
OF JUSTICE’S ANTITRUST DIVISION 


TUESDAY, JULY 27, 2010 

House of Representatives, 

Subcommittee on Courts and 

Competition Policy 
Committee on the Judiciary, 

Washington, DC. 

The Subcommittee met, pursuant to notice, at 10:30 a.m., in 
room 2141, Rayburn House Office Building, the Honorable Henry 
C. “Hank” Johnson, Jr. (Chairman of the Subcommittee) presiding. 

Present: Representatives Johnson, Conyers, Gonzalez, Quigley, 
Polls, Coble, Chaffetz, Smith, Goodlatte, and Issa. 

Mr. Johnson. All right right. This hearing of the Committee on 
the Judiciary, Subcommittee on Courts and Competition Policy will 
now come to order. Without objection the Chair is authorized to de- 
clare a recess. And let me take the opportunity to apologize for 
being dilatory. What can I say? 

Today’s hearing is our first oversight hearing over the antitrust 
enforcement agencies under this Administration. For me, the anti- 
trust laws are fundamentally about fairness. 

We need to ask ourselves: Are we keeping the playing field level? 
The next Bill Gates or Sergey Brin could be in the audience right 
now or in school, yet he or she will never be able to become this 
country’s next great entrepreneur if we allow anticompetitive prac- 
tices to keep them out of the market. Our economy and our work- 
ers will be worse off for it. 

For these reasons our antitrust agencies must remain ever vigi- 
lant. Over the past few decades fairness has been compromised by 
ideological shifts in antitrust law. We have seen a gradual adoption 
of certain free market reasoning by the courts and the enforce- 
ments agencies alike that has chipped away at the ability of plain- 
tiffs to access the courthouses. 

Namely, 6 years ago Congress created the Federal Trade Com- 
mission because it felt that the Supreme Court was limiting the ef- 
fectiveness of the antitrust laws and too deferential to big business. 
In the past decade we have seen a movement away from strict pro- 
hibitions under the antitrust law and decisions like the Trinko and 
Credit Suisse cases, which suggest that there is less of a need for 
antitrust in the business world. 


( 1 ) 
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Personally, I am not convinced. I have been active on several of 
these issues trying to reopen the doors that courthouses have 
closed. I have also been instrumental in getting the DOJ the tools 
they need for criminal prosecution, but balancing that with the 
need for civil suits. I want to thank the DOJ for working with us 
on this during the reauthorization of ACPERA. 

Now, before we move on let me just say a word about the scope 
of this hearing. Certainly one of the areas of greatest interest is 
merger enforcement. This Subcommittee has examined the implica- 
tions of a number merges, such as NBC-Comcast and Ticketmaster- 
Live Nation on their industries, and while it is fair game to ask 
our witnesses for their thoughts on broad issues of merger policy, 
let us respect the fact that they aren’t able to discuss the specifics 
of any ongoing merger review or make any sort of commitment 
about the future outcome of a merger review. 

I now recognize my colleague, Howard Coble, the distinguished 
Ranking Member of the Subcommittee, for his opening remarks. 

Mr. Coble. Thank you, Mr. Chairman. 

Good morning to all. 

Antitrust law affects every industry, as is evident from the wide 
variety of hearings that the House Judiciary Committee has held 
under its antitrust jurisdiction. In the last few years the Com- 
mittee has held hearings on the role of antitrust in telecommuni- 
cations, sports, oil, and gas, airlines, financial services, and rail- 
roads, among other industries. 

Given the impact, Mr. Chairman, of antitrust law on the Amer- 
ican economy it is vital, in my opinion, to reexamine how well these 
laws are working, particularly in the light of the innovation that 
today’s high-tech economy has brought forward. Today’s hearing 
gives us the opportunity to see how these laws are being enforced 
and whether there are areas where congressional intervention 
would be appropriate. 

For example, the antitrust agencies are in the best position to as- 
sess recent trends in international antitrust enforcement and to 
provide Congress with guidance on how best to promote comity be- 
tween the multiple antitrust enforcement agencies around the 
world. While I respect the professionalism and rigor with which the 
Department of Justice and the Federal Trade Commission pursue 
antitrust enforcement, I have some concerns as well. 

For example, my district judge in the District of Columbia re- 
cently ruled against the FTC and a discovery dispute regarding re- 
verse payments in the pharmaceutical industry. In that ruling the 
judge raised concern that the FTC may have disclosed confidential 
information to third parties and may have improperly coerced the 
parties into negotiations under the threat of legal action. 

If in fact true, these allegations are serious. That said, I know 
that the FTC has challenged these assertions and I look forward 
to the Chairman’s comments clarifying what actually did take 
place. 

With respect to Assistant Attorney General Varney, I know that 
the Department of Justice and the Department of Agriculture have 
held a number of joint hearings in recent months on antitrust and 
agricultural issues. My own district back home in Carolina — North 
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Carolina — has a number of AG enterprises, and I look forward to 
hearing what the department recommends in this area. 

Over the last 2 decades the Department of Justice and the Fed- 
eral Trade Commission have issued a series of guidelines to help 
provide clarity to their enforcement approaches. Recently both 
agencies have released draft revisions in their merger guidelines. 
I look forward, as well, to hearing more about those changes and 
what they mean for business that plan to merge. 

One set of guidelines that has not changed much, however, are 
the health care guidelines, which were released in August 1996. 
That was nearly a decade-and-a-half ago, and I know that there 
have been a host of changes in the medical marketplace since then. 

I have heard complaints from medical professionals that these 
guidelines no longer reflect market realities. My question to each 
of our panelists is, why have these guidelines not been revised, and 
do you have any plans to do so? 

I look forward to hearing the testimony from our two distin- 
guished guests, Mr. Chairman. And, Mr. Chairman, for the record 
I would like to make a request that we invite the trade associations 
representing the pharmaceutical industry to respond, if they would, 
to the charge that appears before us, as I am particularly con- 
cerned about the projected cost to consumers from 2009 to 2019, if 
that would be in order, Mr. Chairman. 

And with that I yield back. 

Mr. Johnson. Point well taken, Mr. Coble. And I thank you for 
your opening remarks. 

I will now turn to the gentleman from Michigan, John Conyers, 
the Chairman of the Committee on Judiciary, and a distinguished 
Member of this Subcommittee, for his comments. 

Mr. Conyers. Thank you very much, Mr. Chairman. Hank John- 
son, I appreciate all that you and this Committee do. 

Me and the Ranking Member are pleased to join you today. We 
think this is a very important discussion that we are having. And 
I join in with Howard Coble in thinking we might well examine the 
issue that he raised in his closing comments. 

First of all, to have the assistant attorney general, Ms. Varney, 
and the chairman of the Federal Trade Commission, Mr. Leibowitz, 
together here is a very strong statement, and we look forward to 
a very important discussion. 

Antitrust enforcement is critical to the capitalist system. Free 
and competitive markets are the foundation of an economy like 
ours so that when markets fail the economy fails. We have seen 
over and over the fact that Federal antitrust enforcement at either 
the Department of Justice or FTC have intervened to keep a bal- 
anced market protecting consumers all the way from the telephone 
monopoly, oil trusts, Microsoft — we have got another case hanging 
out there right now. 

They are huge decisions, and it is important in this era because 
of the increasingly interconnected, high-tech system of doing busi- 
ness. It makes the implications of many of this conduct has far 
more influence and effect upon the economy because of the global, 
high-tech interconnectedness of many of the corporations and the 
subject matter. 
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The big issues in antitrust arise in highly technical fields and 
intersect with complex intellectual property issues. Consumers de- 
mand that diverse products made my different firms work together. 
The Internet must function as seamlessly as possible regardless of 
what products or services are being used, and that digital informa- 
tion be widely and conveniently available. 

In many cases this interconnected economy requires that firms 
that might ordinarily be rivals share technical information or de- 
velop common standards to ensure that the products work together. 
And we have seen so often how high-tech firms quickly come to 
control huge markets. Usually the first ones there lay down some 
pretty large footprints that we spend a lot of time undoing. 

In the 1990’s Microsoft, Intel, and the new giants emerging today 
provide critical products and services but they present huge anti- 
trust challenges. That is what we are here to talk about, and how 
these two important parts of our government relate to each other 
as well. 

In high-tech agriculture the issues are the same. In the intersec- 
tion of patent law and antitrust, where companies like Monsanto 
have patented critical genetic materials, we are faced with new 
challenges. 

Now, the case for strong antitrust leadership has never been 
more important than it is now. As a matter of fact, we are coming 
off the ropes right now in that regard. As the 44th President said, 
we have had the worst period of antitrust enforcement since the 
last half of the last century. 

There were no Title II cases brought during the entire 8 years 
of the previous Administration. There have been none brought now. 
And the global corporate giants keep getting larger and larger. 

And so I think there are plenty of challenges to the Committee 
and to the heads of the branches of government that are with us 
today. 

In the courts it has been even worse. Until the American Needle 
case the Supreme Court of the United States ruled for the defend- 
ants in 10 antitrust cases in a row; in the lower courts over 10 
years, the defendants have won 221 out of 222 rule of reason cases. 

At all levels of our Federal judicial system so-called “Chicago 
School theories” have taken root that make it difficult to establish 
antitrust violations in the first place. There is an assumption that 
business can be trusted to do the right thing and that the markets 
know best, which is almost incredible to repeat here in public in 
broad daylight. 

Of course, leading them all is Citizens United. So that is why I 
have heartened — I have been heartened to see the FTC push to ex- 
pand Section 5 authority to prohibit unfair competition, heartened 
to see the Department of Justice withdraw the ill-considered Sec- 
tion 2 report. 

The question is, what are we doing, though, now that we have 
withdrawn the report? It is one thing to reject the report, but how 
do we — where do we go from there? And so I am looking forward 
to joining the Committee in this examination of these very critical 
issues. 

I welcome and thank the witnesses for being here. 

Mr. Johnson. Thank you, Mr. Chairman. 
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We will now turn to the respected and distinguished Member of 
the Judiciary Committee — the Ranking Member — and also Member 
of this Subcommittee, Mr. Lamar Smith, from Texas. 

Mr. Smith. Thank you, Mr. Chairman. 

The Judiciary Committee has a long history of oversight to en- 
sure that American markets retain healthy competition. At the 
heart of that competition is the Sherman Act, which the Supreme 
Court has dubbed the Magna Carta of free enterprise. 

Antitrust laws are unusual in our legal regime in that they are 
enforced by two Federal executive branch agencies — the Depart- 
ment of Justice and the Federal Trade Commission. Antitrust en- 
forcement has also expanded beyond America’s borders. In 1890 the 
United States became the first country to codify an antitrust law. 
Today over 100 countries have some sort of competition law, includ- 
ing China. 

This hearing gives us the opportunity to see how the two anti- 
trust agencies are faring in enforcing U.S. antitrust laws in a 
globalized economy. During the campaign President Obama prom- 
ised to reinvigorate antitrust enforcement, so my question for to- 
day’s hearing is this: How have things changed from the previous 
Administration to this one? How, for example, are the two agencies 
responding to international enforcement efforts by countries like 
China? 

At the Antitrust Division Assistant Attorney General Varney 
made a very public revocation of the previous Administration’s Sec- 
tion 2 report. How as this affected your approach to Section 2 
cases? Has this Antitrust Division brought any monopolization 
cases? How do those numbers compare with the previous Adminis- 
tration? 

One area of strong enforcement by the previous Administration 
was criminal prosecution of price-fixing conspiracies. How many 
new criminal prosecutions has this Antitrust Division brought com- 
pared to the previous Administration? With respect to merger en- 
forcement, how many more cases has this Administration brought 
than the previous one? 

At the Federal Trade Commission I have similar questions about 
how enforcement has varied from the previous Administration to 
this one. For example, has the FTC brought more cases under Sec- 
tion 5 than during the previous Administration? 

Of course, numbers tell only part of the story. There are also 
questions about the types of cases that are being brought and how 
they are being prosecuted. 

In 2008 Chairman Conyers and I sent a letter to the FTC raising 
concerns about the different enforcement procedures and standards 
that the FTC uses in pursuing merger challenges. It is my under- 
standing that the FTC has continued to argue for a lower prelimi- 
nary injunction standard than the Department of Justice. This dif- 
ference in approaches concerns me and it is something that I plan 
to follow up on. 

I also have questions about the recent decision by a Federal mag- 
istrate judge in FTC v. Bisaro. The judge in that case has raised 
troubling questions about actions that the FTC allegedly took to 
negotiate a deal between two private companies. 
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I know that the FTC has responded to the interrogatories and 
has challenged the assertions made by one of the lawyers in the 
case. However, I would like Chairman Leibowitz to give us a fur- 
ther understanding of the facts in this matter. 

I support robust antitrust enforcement. It is the key to maintain- 
ing competitive markets and ensuring that consumers have access 
to the most goods at the lowest prices possible. 

However, antitrust enforcement should be fair and transparent. 
American businesses need to have clear rules of the road in order 
to compete effectively against each other and in world markets. 

I look forward to hearing the testimony today of Chairman 
Leibowitz and Assistant Attorney General Varney on these and 
other matters, and I hope that they will respond to these questions 
either verbally or in writing after this hearing. 

I thank you, Mr. Chairman. I will yield back. 

Mr. Johnson. I thank the gentleman for his statement. 

Without objection other Members’ opening statements will be in- 
cluded in the record, and I am now pleased to introduce the wit- 
nesses for today’s hearing. 

Our first witness is Christine Varney, assistant attorney general 
for the Department of Justice’s Antitrust Division. Ms. Varney was 
confirmed as assistant attorney general for the Antitrust Division 
in April of 2009. 

Prior to joining the DOJ she was a partner at the law firm 
Hogan Lovells. From 1994 to 1997 she served as a commissioner 
of the Federal Trade Commission. 

Our second witness is Jon Leibowitz, chairman of the Federal 
Trade Commission. Mr. Leibowitz was designated chairman of the 
FTC by President Obama in March of 2009, having served as a 
commissioner since 2004. 

Prior to joining the FTC Chairman Leibowitz served as chief 
counsel to the Senate Antitrust Subcommittee as well as chief 
counsel to Senator Herbert Kohl. He has also previously worked as 
an attorney in private practice. 

Thank you both for your willingness to participate in today’s 
hearing. Without objection your written statement will be placed 
into the record and we would ask that you limit your oral remarks 
to 5 minutes. 

You will note that we have a lighting system that starts with a 
green light. At 4 minutes it turns yellow, then red at 5 minutes. 
After each witness has presented his or her testimony. Sub- 
committee Members will be permitted to ask questions subject to 
the 5-minute limit. 

Assistant Attorney General Varney, will you please begin? 

Good morning. 

TESTIMONY OF THE HONORABLE CHRISTINE A. VARNEY, AS- 
SISTANT ATTORNEY GENERAL FOR ANTITRUST, U.S. DE- 
PARTMENT OF JUSTICE, WASHINGTON, DC 

Ms. Varney. Thank you, Mr. Chairman. 

Chairman Conyers, Members of the Subcommittee, it is a pleas- 
ure to be here today on behalf of the Justice Department and dis- 
cuss the Antitrust Division’s work over the last year. Competition, 
as many of the Members have noted, is a cornerstone of our Na- 
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tion’s economic foundation. At the Antitrust Division we use sound 
competition principles and antitrust precedents to evaluate each 
matter carefully, thoroughly, and in light of its particular facts. 

Our enforcement helps keep markets competitive, promotes con- 
sumer welfare, and spurs innovation. We appreciate the Sub- 
committee’s active interest in and strong support of our law en- 
forcement mission — yes? 

Mr. Johnson. Would you pull the microphone just a little closer? 
Thank you. 

Ms. Varney. Thank you. Chairman. 

Thank you. Chairman. 

I am surrounded by chairmen. 

We are particularly thankful that this Committee, with the sup- 
port of the Obama administration, led the effort to eliminate anti- 
trust immunity for the health insurance industry. 

Merger enforcement continues to be a core priority for the divi- 
sion. We are committed to blocking mergers that will substantially 
reduce competition. 

For instance, we are litigating a case involving the Nation’s larg- 
est dairy processor seeking to restore competition so that schools, 
grocery stores, and consumers in Illinois, Michigan, and Wisconsin, 
will pay lower prices for milk. Our intended challenge to Blue 
Cross Blue Shield of Michigan’s proposed acquisition of Physicians 
Health Plan led the parties to abandon their deal. In both matters 
we coordinated closely and successfully with the states’ attorneys 
general. 

We have also settled cases when our competitive concerns can be 
addressed. In the Ticketmaster settlement the merged company di- 
vested more ticketing assets than it gained from the merger and 
subjected itself to tough anti-retaliation and anticompetitive bun- 
dling restrictions. 

At the same time I want to underscore that we are also com- 
mitted to quickly closing investigations of mergers that do not 
threaten consumer harm, such as Oracle’s acquisition of Sun and 
Microsoft’s joint venture with Yahoo. 

In our criminal program we continue to uncover and prosecute 
a number of cartels that inflict significant competitive harm. These 
efforts were recently enhanced by the Congress’ extension of the 
Antitrust Criminal Penalty Enhancement and Reform Act, 
ACPERA. Again, we thank you for leading the effort to extend that 
program through a 10-year reauthorization. 

Our recent prosecutions have resulted in significant fines and jail 
time. In 2009 the division obtained more than $1 billion in criminal 
fines. 

Our civil non-merger program remains active as well. In addition 
to our ongoing investigations, which I cannot discuss, let me just 
mention two matters that have settled. 

The first concerns the largest seller of electric capacity in New 
York City. In that case we alleged that Keyspan engaged in an 
anticompetitive swap transaction that likely increased electricity 
prices. That settlement, now pending, includes a $12 million 
disgorgement payment. The second case, which settlement is also 
pending, enjoins a group of Idaho surgeons who organized a boycott 
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of Idaho’s worker compensation system, essentially refusing to 
treat injured workers. 

The Antitrust Division has stepped up its efforts to strengthen 
markets and preserve economic freedom and fairness. Promoting 
competition principles through hroad advocacy efforts and regu- 
latory outreach is one of our highest priorities. The division works 
with a broad range of Federal and state agencies to promote com- 
petition across a number of vitally important industries, including 
transportation, energy, telecommunications, banking, and agri- 
culture. 

My first year in the department has been remarkable. Working 
at the Justice Department with Attorney General Holder and the 
dedicated men and women of the Antitrust Division, we are doing 
all we can to ensure that our markets are open and fair, giving 
business predictability and stability, consumers more and better 
choices, and spurring innovation. I have enjoyed a very close work- 
ing relationship with Chairman Leibowitz, and we continue to ad- 
dress the Nation’s anticompetitive problems together. 

That concludes my remarks, and I have provided much longer 
written statement that describes some of our matters in more de- 
tail. I am grateful to have the opportunity to be here and look for- 
ward to answering your questions. 

[The prepared statement of Ms. Varney follows:] 
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Good morning Chairman Johnson and members of the Subcommittee. It is a pleasure for 
me to appear before you today on behalf of the Department of Justice to discuss with you the 
work of the Division over the last year. 

Competition is a cornerstone of our nation’s economic foundation. The Department of 
Justice’s Antitrust Division takes a measured approach to enforcement using sound competition 
principles, evaluating each matter carefully, thoroughly, and in light of its particular facts. Our 
enforcement helps keep markets competitive, thereby protecting consumers and spurring 
innovation. We appreciate this Committee’s active interest in — and strong support of — our law 
enforcement mission. We are particularly thankful that this Committee, with the support of the 
Obama Administration, is leading the effort to eliminate antitrust immunity for the health- 
insurance industry. 

The Antitrust Division is galvanizing the tremendous skills of our lawyers and 
economists to coordinate strong enforcement with thorough market and policy analysis, as part 
of a broad effort to encourage competition. In addition to our enforcement efforts, the Division 
plays a vital role within the government promoting competition. We are mindful that initiatives 



11 


in other parts of the government can often have significant competition implications, and we 
share our expertise throughout the government. We also listen to other parts of the government, 
academics, and marketplace leaders to learn from them and anticipate potential antitrust 
problems to better serve American consumers. 

Merger enforcement continues to be a core priority for the Antitrust Division. We are 
committed to going to court to block those mergers that will substantially reduce competition. 
The commitment to litigate enhances our ability to negotiate settlements that simultaneously 
enable any procompetitive aspects of a deal to go forward yet also prevent harm to consumers. 
At the same time, we are also committed to quickly closing our investigations of mergers that do 
not threaten consumer harm so as not to unnecessarily impede business operations. Just as 
consumers rely on us to protect them against harmful business combinations, businesses should 
also be able to rely on us to quickly and efficiently clear their lawful transactions. 

One enforcement action that remains in active litigation involves the nation’s largest 
dairy processor. In January, the Division filed suit to undo the merger of Dean Foods and 
Foremost Dairy, alleging that the merger reduced competition for milk sold to schools, grocers, 
and retailers in Illinois, Michigan, and Wisconsin. The Department’s suit seeks not only to undo 
the 2009 deal but also an order requiring Dean to notify the Department before any future 
acquisition involving a milk processing operation. More generally, this enforcement action is 
indicative of this Department of Justice’s commitment to our nation’s fanning industries. 

Investigation dynamics can be difficult in transactions, like the one between Dean and 
Foremost, where the pre-merger notification process under the HSR Act does not apply and the 
parties are free to close their transaction before review of the transaction is complete. 
Nevertheless, the Division continues to investigate and, where appropriate, take action against 
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transactions that do not require pre-merger notification. Another example of our law 
enforcement was the abandonment by Blue Cross-Blue Shield of Michigan of its proposed 
purchase of Physicians Health Plan of Mid-Michigan. Had that acquisition gone forward, it 
would have given Blue Cross control of nearly 90 percent of the commercial health insurance 
market in the Lansing, Michigan, area, resulting in higher prices, fewer choices, and a reduction 
in the quality of commercial health insurance plans purchased by Lansing area residents and their 
employers. The acquisition also would have given Blue Cross the ability to control physician 
reimbursement rates in a manner that could harm the quality of health care delivered to 
consumers. We informed the parties that we would file an antitrust suit to block the transaction, 
and the parties then abandoned the deal . 

It is in the shadow of our willingness to litigate that we have also been able to obtain 
several settlements that simultaneously resolve our competitive concerns while permitting the 
parties to proceed with those parts of their transaction that do not threaten consumer welfare. 

For instance, in January, the Antitrust Division announced that it would require Ticketmaster, the 
world’s largest ticketing company, to license its ticketing software, divest ticketing assets, and 
subject itself to anti-retaliation provisions in order to proceed with its proposed merger with Live 
Nation Inc. The remedy, which remains under Tunney Act review, will give concert venues 
more choice for their ticketing needs and will promote incentives for competitors to innovate and 
discount. 

The proposed relief in the Ticketmaster matter is both structural and behavioral. The 
settlement requires Ticketmaster to divest more ticketing than it will gain through its acquisition 
of Live Nation. Simultaneously, the licensing solves a second competitive issue by giving AEG, 
an integrated competitor, the ability and incentive to compete with the combination of 
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Ticketmaster and Live Nation for concert promotion, venue management, and ticketing. Under 
the settlement, Ticketmaster will be required to license its ticketing software to AEG, which had 
been Ticketmaster’ s single largest customer. AEG will now have the opportunity and incentive 
to compete in primary ticketing, both in its own venues and third-party venues, thereby opening 
the door for AEG to become a vertically integrated competitor with competitive incentives 
similar to those of the merged company. In addition, Ticketmaster was required to divest 
Paciolan, an established ticketing business that sells tens of millions of tickets annually. Finally, 
the settlement provides tough, ten-year, anti-retaliation provisions that prohibit anticompetitive 
bundling and should keep the merged company in check. Those anti -retaliation provisions 
illustrate a slight shift of Division policy in realm of merger remedies. Although we generally 
prefer structural solutions, we are also committed to thinking creatively about market conditions 
and employing behavioral solutions, particularly when they are needed, in tandem with structural 
solutions, to protect against consumer harm. 

Another transaction where we were able to obtain a consent decree resolving our 
competitive concerns involved Bemis’s $1.2 billion acquisition of the Alcan Packaging Food 
Americas business from Rio Tinto. As originally proposed, the transaction would have 
combined Bemis and Alcan, two of the leading U.S. manufacturers of (I) flexible-packaging 
rollstock for chunk, sliced, and shredded natural cheese and (2) flexible-packaging shrink bags 
for fresh meat. Without divestitures, the acquisition would have led to higher prices, lower 
quality, less favorable supply-chain options, reduced technical support, and less innovation. The 
settlement, which has been approved by the court, requires the companies to divest Alcan 
contracts and intellectual property, plants located in Oklahoma and Wisconsin, and other assets 
necessary to the manufacture of flexible packaging for natural cheese and fresh meat. 
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Similarly, we moved quickly to remedy the combination of the nation’s two largest 
providers of voting machines. Again, this transaction fell below the HSR-reporting thresholds, 
so our investigation began only after the parties had combined their assets and dismantled some 
of their pre-combination operating divisions. The settlement, which has been approved by the 
court, provides quick, effective relief resolving our competitive concerns and enabling local and 
state jurisdictions to obtain competitive bids for their immediate voting equipment needs. 

Specifically, under the settlement, the acquirer, Election Systems & Software, was 
required to divest the means to produce Premier Voting Equipment Systems, including the 
necessary intellectual property, tooling, fixed assets, inventory of finished devices, and 
replacement parts. The settlement also prohibits ES&S from bidding on new voting equipment 
system contracts using the Premier equipment. Last month, Dominion Voting Systems 
purchased the Premier assets from ES&S. The divestiture allows Dominion to contract 
immediately with third party manufacturers, consistent with Premier’s past practice, for the 
production of Premier devices and parts. 

As mentioned earlier, the Antitrust Division is also committed to expeditiously closing 
those matters that do not threaten consumers. Unnecessary delay is simply unacceptable. For 
instance, the Justice Department did not challenge either the combination of Oracle and Sun or 
the collaboration between Microsoft and Yahoo!. In other words, we seek to ensure that our 
commitment to vigorous enforcement of the antitrust laws does not impede legitimate business 
transactions that do not run afoul of the antitrust laws. 

On civil non-merger issues, we have two matters that remain under court review through 
the provisions of the Tunney Act. In the first, we allege that the then-largest seller of electricity 
capacity in the New York City market engaged in an anticompetitive swap transaction that likely 
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resulted in a price increase for retail electricity suppliers and, in turn, an increase in electricity 
prices for consumers. In the second, we allege that a group of Idaho orthopedic surgeons 
organized a boycott of Idaho’s workers’ compensation system, essentially refusing to treat 
injured workers. Our proposed decree would enjoin the conduct. 

In our criminal program, we continue to uncover and prosecute a number of cartels that 
inflicted significant competitive harm. These efforts were significantly enhanced by the 
provisions of the Antitrust Criminal Penalty Enhancement and Reform Act, which supplements 
our leniency program, and we thank you for leading the effort to extend that program through a 
ten-year reauthorization. 

Recently, we have prosecuted criminal cases against firms and individuals in several 
industries, including air transportation services, liquid crystal display panels, financial services, 
Internet services for disadvantaged schools and libraries, packaged ice, environmental services, 
and post-Hurricane Katrina remedial work. Those prosecutions resulted in significant fines. In 
our most recent fiscal year 2009, the Division obtained more than $1 billion in fines, which is the 
second highest amount of total fines ever obtained by the Division in a fiscal year. The bulk of 
those fines were the result of the Division’s investigations of the air transportation and LCD 
industries. Recent fines in the air transportation area includes (1) a $1 19 million fine against 
Luxembourg-based Cargolux Airlines International, (2) a $109 million fine against LAN Cargo, 
a Chilean company, and a Brazilian company that it substantially owns, (3) a $50 million fine 
against Korea-based Asiana Airlines, (4) a $45 million fine against Japan-based Nippon Cargo 
Airlines, and (5) a $1 5.7 million fine against EL AL, an Israeli company. Recent fines in the 
LCD area include (1) a $400 million fine — the second largest fine in Antitrust Division history — 
against Korean LCD manufacturer LG Display and its California subsidiary, (2) a $220 million 
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fine against Taiwan manufacturer Chi Mei Optoelectronics, (3) a $120 million fine against 
Japanese manufacturer Sharp, (4) a $65 million fine against Taiwan manufacturer Chunghwa 
Picture Tubes, (5) a $31 million fine against Japanese manufacturer Hitachi Displays, and (6) a 
$26 million fine against Japanese manufacturer Epson Imaging Devices. 

In addition to corporate fines, holding culpable individuals accountable by seeking jail 
sentences also remains an effective way to deter and punish cartel activity. Individuals 
prosecuted by the Division are being sent to jail with increasing frequency and for longer periods 
of time. In our most recent fiscal year, courts imposed more than 25,000 jail days against 
defendants in Antitrust Division matters. Defendants prosecuted by the Division are, on average, 
serving increasingly longer sentences, and they are also going to jail with increasing frequency. 
For instance, in the 1990s, 37 percent of defendants prosecuted by the Division were sentenced 
to jail on average. Last year, 80 percent were. 

In addition to the threat of fines and jail time, rigorous internal compliance programs, 
where employers rigorously instruct their employees about the requirements of the antitrust laws 
and set up internal controls to protect against cartel activity, are another important deterrence 
mechanism that can prevent harmful cartel activity from occurring in the first place. As we 
move forward, we look forward to encouraging firms to undertake effective compliance 
programs and thinking creatively about ways to stimulate them. Early detection of criminal 
antitrust activity allows companies, where necessitated, to take advantage of the Division’s 
criminal leniency program. 

On the competition-advocacy front, the Antitrust Division has stepped up its efforts with 
various programs and initiatives directed at strengthening markets and preserving economic 
freedom and fairness. Promoting competition principles through broad advocacy efforts and 
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regulatory outreach is one of our highest priorities. As a result of our enforcement efforts, the 
Antitrust Division has gained enormous insight into the competitive dynamics of many 
industries. We are committed to sharing that expertise throughout the government to enhance 
pro-consumer outcomes. To that end, the Division works actively with a broad range of federal 
and state agencies to promote competition principles across a number of vitally important 
industries in our economy, including agriculture, telecommunications, energy, financial services, 
and healthcare. 

Prominent among these efforts is our work in the agriculture industry. Earlier this year, 
the Department of Justice and the Department of Agriculture launched a series of workshops 
around the United States to discuss competition and regulatory issues in the agriculture industry. 
Both Attorney General Holder and Secretary of Agriculture Vilsack are personally participating 
in these unprecedented series of joint public workshops, which are the first-ever sponsored 
jointly by the Justice Department and the USDA to discuss competition and regulatory issues in 
the agriculture industry. 

The first workshop was held in March of this year in Ankeny, Iowa, and featured panel 
discussions on a variety of topics important to America’s farmers and ranchers, including 
competitive dynamics in the seed industry, trends in contracting, transparency, and buyer power, 
and concluded with public testimony. More than 700 citizens were in attendance. We had our 
second hearing in Normal, Alabama, where we addressed the concerns of poultry farmers, trends 
in poultry production, and related regulatory and enforcement issues. More than 500 farmers and 
other participants attended. A third hearing was held last month in Madison, Wisconsin, where 
we discussed trends in the dairy industry, market consolidation, and market transparency. 
Additional two hearings will be held later this year in Colorado and Washington, D.C. Among 
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other lessons, these hearings have impressed upon us the vital importance of effective co- 
operatives and family farms for well-functioning agriculture markets. 

To maximize the effect of our learning from these hearings, the Justice Department has 
formed a j oint task force with the U SDA to help us determine how the government can best 
utilize what is learned from those hearings to help promote competition in our nation’s 
agricultural markets. Even though antitrust is not the solution to all problems, we are committed 
to championing throughout the government pro-consumer principles that will promote 
competition in agriculture markets. 

Another inter-agency task force that we are fully engaged on is the Financial Fraud 
Enforcement Task Force, which the President established to strengthen efforts to combat 
financial crime. Led by Attorney General Holder, the task force works with state and local 
partners to investigate and prosecute significant financial crimes, ensure just and effective 
punishment for those who perpetrate financial crimes, address discrimination in the lending and 
financial markets, and recover proceeds for victims. We are fully engaged in this effort. 

In transportation, the Division has been working closely with the Department of 
Transportation, especially on issues related to antitrust immunity requests for airline alliances. 
We conducted thorough investigations and filed comments with the DOT addressing the 
competitive implications of immunity requests affecting the Star and oneworld alliance 
agreements. We also collaborated closely with our European counterparts in those matters. In 
addition, we provided to the DOT comments regarding the proposed transaction whereby Delta 
and USAir would swap their slots at LaGuardia and National airports. The DOT cited our 
submission extensively in its order requiring slot divestitures before the transaction could 
proceed. 
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We have been active in telecommunications as well. Earlier this year, the Division 
submitted comments promoting competition principles with the Federal Communications 
Commission regarding its national broadband plan inquiry. We are also collaborating closely 
with the FCC on our concurrent review of the proposed transaction involving Comcast and NBC 
in order to harmonize to the maximum extent possible government review of that deal. 

In the energy sector, the Division, along with the Federal Trade Commission, recently 
held an internal workshop on competition in the energy markets, which involved collaboration 
with representatives from the Federal Energy Regulatory Commission, the Department of 
Energy, and several state regulatory agencies. That workshop was part of a broader effort to 
coordinate with state enforcers on various matters, including both particular industries and 
antitrust doctrine more broadly. We are also working closely with the FERC on proposed 
transactions in the energy industry in an effort to more closely align our efforts. 

In intellectual property, the Division is committing significant attention to the Intellectual 
Property Task Force established by Attorney General Holder. The Task Force focuses on 
strengthening efforts to combat intellectual property crimes through close coordination with state 
and local law enforcement partners, as well as international counterparts. It also serves as an 
engine of policy development to address the evolving technological and legal landscape of this 
area of law enforcement. Moreover, we have been working closely with the Patent and 
Trademark Office on issues relating to the intersection between patent law and competition 
principles. As part of that effort, the Department, the Federal Trade Commission, and the PTO 
held a public workshop last month on the intersection of patent policy and competition policy 
and its implications for promoting innovation. The collaboration marked the first time that the 
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three groups had sponsored a public workshop on this vitally important aspect of today’s 
economy. 

In addition to collaborating on the workshop, the Division has collaborated efficiently 
and effectively with the Federal Trade Commission on a number of other fronts. For example, 
our joint, ongoing review of the Horizontal Merger Guidelines and examination of whether they 
need to be updated in light of changes in agency practice in the eighteen years since the 
Guidelines were last significantly revised has been a constructive and positive collaboration. We 
are also beginning to coordinate efforts to support effective implementation of the new health- 
care-reform legislation. During my confirmation hearing, I stressed the need for harmonizing 
relations between the Division and the Federal Trade Commission, and we are working actively 
on that. 

Healthcare is a particular priority for the Department. We have been actively working on 
the complicated competitive issues surrounding clinical integration among doctors, and the 
resulting competitive dynamic with health insurers, in conjunction with the Federal Trade 
Commission. We are also working collaboratively with the Department of Health and Human 
Services on the new Affordable Care Act, seeking to proactively identify competitive issues 
relating, for instance, to administrative services organizations and the new marketplace dynamics 
that will be shaped by the reform. 

Another important piece of the Division’s commitment to advocate on behalf of 
competition and consumers is our amicus program where, often in conjunction with other parts 
of the Department and other parts of the government, we participate in the filing of amicus briefs 
in cases dealing important antitrust issues. For instance, the Division worked with the 
Department to articulate to the United States Court of Appeals for the Second Circuit our 
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competitive concerns about so-called “pay-for-delay” settlements in the pharmaceutical arena, 
whereby firms agree to delay the entry of generic-drug competition through settlement of a 
patent di spute. 

Amicus briefs provide a valuable opportunity for the Department to offer courts the 
benefits of the Division’s specialized competition knowledge and expertise. These briefs also 
increase public transparency and inform the business community and antitrust counselors about 
the Division’s approach to key antitrust and competition issues. Through our amicus program, 
we also are able to articulate our views about the proper scope and reach of new and important 
decisions. In this regard, it is worth noting that the Federal Trade Commission, in its recent 
testimony before this Committee, has identified a “worse case” reading of the recent Triiiko and 
Credit Suisse decisions. While we appreciate the Commission’s concern about how these cases 
could be inappropriately applied in other contexts, we understand the Court’s reasoning to be 
limited to the facts and circumstances presented in those particular cases. We are working 
diligently to enforce the antitrust laws consistent with our understanding of the Court’s 
precedents. 

A very recent milestone for our amicus program occurred earlier this year when the 
Supreme Court issued its American Needle decision, which accorded with the recommendation 
of the Solicitor General. The Court’s unanimous decision was an important win for consumers. 

It clearly stated that competitors, including joint ventures involving sports leagues and teams, are 
subject to the antitrust laws and rejected an effort to create a broad immunity under the antitrust 
laws for agreements among competitors. The decision ensures that playing fields remain open 
and competitive, providing consumers with more choices. 
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Not only are we championing consumers and competition domestically, but we are also 
actively engaging with the global antitrust community, which has grown as the scope of 
international business operations have grown. The Division works with international 
competition groups, like the Organisation for Economic Co-operation and Development and the 
International Competition Network, as well as international competition agencies, to promote 
competition and consumer interests across the globe. Our efforts to spearhead this important 
priority have been particularly enhanced by the strong relationship we have with our counterparts 
in the European Union. By way of example, we recently had a particularly constructive working 
relationship with the European Commission analyzing the transaction between Cisco and 
Tandberg, and we aim to build upon that relationship going forward. 

A particular priority has been promoting dialogue on the importance of transparency, due 
process, and fairness among international competition agencies. These efforts include 
participating in international workshops on a broad range of policy issues and contributing to 
guidance documents promulgated by organizations like the OECD and the ICN. The Division 
also consults bilaterally with a range of international jurisdictions on issues like adopting new 
antitrust laws, drafting guidelines, intellectual property licensing, and cooperation on 
international investigations and enforcement actions. Among many accomplishments, the 
Division and the FTC entered into a groundbreaking Memorandum of Understanding with the 
Russian Federal Anti-Monopoly Service in November 2009. We are also engaging actively with 
the relatively new Chinese and Indian competition authorities, and are establishing relationships 
there that will serve as springboards for future dialogue and discussion. For example, over the 
past year, the Division has had exchanges with Chinese agencies on their proposed regulations 
and guidelines, arranged a training program for eighty Chinese judges, and participated as 
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instructors in workshops on merger enforcement, cartels, and other topics. The Division also 
participates in the Administration’s initiatives in China, including the U.S. -China Strategic and 
Economic Dialogue and the Investment Forum. These and related efforts seek to promote the 
adoption of sound competition principles and antitrust enforcement around the world. 

My first year as AAG has been remarkable. Working within the Justice Department on 
Attorney General Holder’ s team and closely with the dedicated men and women of the Antitrust 
Division, we are doing all we can to ensure that the competitive playing field is open and fair, 
giving consumers more and better choices. I look forward to year two and am committed to 
further fulfillment of what we started. 

Mr. Chairman, that concludes my remarks. I am grateful to have had the opportunity to 
speak with you, and am happy to answer any questions. 
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Mr. Johnson. Thank you, Ms. Varney. 

Next we will hear from Chairman Leihowitz. 
Please proceed. 



24 


TESTIMONY OF THE HONORABLE JON LEIBOWITZ, CHAIRMAN, 
FEDERAL TRADE COMMISSION, WASHINGTON, DC 

Mr. Leibowitz. I will move the mic closer, too. 

Chairman Johnson, Chairman Conyers, Mr. Coble, Members of 
the Subcommittee, thank you so much for inviting me to testify 
here today. I am delighted to be here with my friend and colleague, 
Christine Varney. As you already have my written statement let 
me spend my allotted time talking about just a few of the inter- 
esting issues that we are focusing on right now at our agency. 

To start, let me mention that after a several-year losing streak 
we recently won a handful of merger cases. These deals include the 
merger of Thoratec and HeartWare, which would have combined 
the only two producers of critical heart devices used by patients 
waiting for a heart transplant or experiencing severe heart prob- 
lems. By challenging this transaction, which we believe to be a 
merger to a monopoly, we ensure that patients, including former 
Vice President Dick Cheney, would have more choices, prices would 
be reduced, and innovation increased. 

We have also been aggressive when we find mergers that we 
think will decrease competition, but just as important, we are not 
afraid to hold off when we think a major deal is not going to cause 
consumer harm. A recent example of this is Google AdMob, which 
we investigated thoroughly but unanimously decided not to chal- 
lenge. And most of our antitrust decisions have been unanimous to 
challenge or not to challenge. 

We are not perfect, but I do believe we are striking the right bal- 
ance to protect consumers yet still allow businesses latitude to com- 
bine when appropriate. 

Right now our top competition priority at the commission is to 
stop pay for delay agreements between brand-name and generic 
drug makers. We estimate that these sweetheart deals will cost 
consumers — and do cost consumers — about $3.5 billion a year. 

And, Mr. Coble, I think it was a terrific idea for you to ask the 
pharmaceutical industry to comment on these numbers. They have 
not done it and these numbers have been available for almost a 
year. I would like to see what they say. 

By now you are all familiar with this story: Brand-name drug 
companies sue their generic competitors claiming that the generic 
has violated their patent and then they turn right around and they 
settle the case by paying off the generic not to compete — that is, 
to delay entering the market. It is win-win for the companies who 
get to keep monopoly profits, but it is lose-lose for consumers who 
are left holding the bag or footing the bill for medicines they may 
desperately need. 

Because of our enforcement efforts there was not a single pay for 
delay agreement in 2004, but since 2005, after a few misguided 
court decisions, the number of agreements has steadily increased. 
In preparation for today’s hearing we asked staff to check on the 
number of patent settlements filed so far this fiscal year and the 
numbers paint a bleak picture, as you can see from the chart. 
Within the first 9 months of fiscal year 2010 there have been 21 
suspect agreements — 21, which is more than the 19 filed for all of 
last year. Indeed, more than the number filed in any previous fiscal 
year. 



25 


The new settlements protected branded drug sales of over $9 bil- 
lion, and that is almost an epidemic. Left untreated, these types of 
settlements will continue to insulate more and more drugs from 
competition and continue to raise the health care cost curve. 

Every single FTC commissioner — Republican, Democrat, and 
Independent, going back through the Bush and to the Clinton ad- 
ministration — has called for an end to these unconscionable agree- 
ments, and more and more others are coming around to review. 
Under Christine Varney the Department of Justice position has 
evolved considerably, and it now agrees that pay for delay settle- 
ments are presumptively anticompetitive. 

The Second Circuit recently encouraged plaintiffs in a pay for 
delay case to request an en banc review of a previous ruling allow- 
ing these deals, thanks in part to an excellent brief filed by the De- 
partment of Justice. As Members of this Committee know, circuit 
courts ask for an en banc very, very rarely. 

But as we also know, litigation can take a long time and it would 
be much faster and more direct to enact legislation. Such legisla- 
tion has now passed the House twice as well as the Senate Judici- 
ary Committee. It has the endorsement of President Obama. So we 
are going to continue to work with Congress to finish the job and 
hopefully that will be later this year. 

Let me also discuss the commission’s increasing use of our Sec- 
tion 5 unfair methods of competition authority, which allows us to 
go beyond the ambit of the antitrust laws to protect consumers. 
Congress granted us this authority in 1914 and balanced it by lim- 
iting the availability of remedies under Section 5. 

Now, in recent years Section 5 has been used sparingly, but since 
the 1970’s and 1980’s, as you mentioned, Mr. Conyers, the courts 
have restricted the range of antitrust, to some extent as a result 
of the Chicago School and to some extent, I think, in reaction to 
the costs of private treble damage litigation. Let me note, of course, 
that the Chicago School has in some ways improved antitrust en- 
forcement by emphasizing rigorous economic analysis and effi- 
ciencies. However, the result of these changes has also been to 
limit the FTC, which has no treble damage authority, in our effort 
to protect competition and consumers. 

Section 5, carefully applied, is practically tailor-made for this sit- 
uation. It can effectively protect consumers but it is not an anti- 
trust law and does not, on its own terms, create treble damage li- 
ability. So we have broad bipartisan support within the commission 
to use Section 5 in appropriate circumstances, and we are going out 
and doing it. 

Mr. Chairman, I ask for an additional 30 seconds. 

Mr. Johnson. Without objection. 

Mr. Leibowitz. Thank you. 

In addition to consumer protection and antitrust the commission 
also has a statutory policy function going back to 1914. An upcom- 
ing policy project will focus on health care reform and competition 
policy. Another one focuses on the future of news in the Internet 
age, a topic this Committee considered at a hearing last year. 

We are doing a lot of other important work that I would be glad 
to discuss, including, with Assistant Attorney General Varney, an 
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update of the Horizontal Merger Guidelines and a new rule prohib- 
iting market manipulation in the petroleum industry. 

But I will stop now; I know I have exceeded my time. And I am 
happy to answer questions. 

[The prepared statement of Mr. Leibowitz follows:] 

Prepared Statement of the Honorable Jon Leibowitz 


Prepared Statement of 
the Federal Trade Commission 


Before the 

United States House of Representatives 
Committee on the Judiciary 
Subcommittee on Courts and Competition Policy 

Oversight of the Federal Trade Commission Bureau of Competition 
and the Department of Justice Antitrust Division 


Washington, D.C. 
July 27, 2010 
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Introduction 

Chairnian Johnson. Ranking Member Coble, and Members of the Subcommittee, thank 
you for the opporlunily to appear before you today. I am Jon Leibowilz, Chairman of the 
Federal Trade Commission, and I am pleased to testify on behalf of the FTC to discuss our 
compelilion enforcement activities and the many important antitrust issues under your 
jurisdiction.^ Today, this testimony will highlight several key areas of our eompetition agenda: 
ending pay-for-delay pharmaceutical agreements that cost consumers at least $3.5 billion per 
year; blocking or modifying anticompetitive mergers; revising the Horizontal Merger 
Guidelines; developing policy guidance regarding the ongoing changes in news media markets; 
effectively using our enforcement authority under Section 5 of the Federal Trade Commission 
Act; and acting to promote competition in the energy sector. 

As the Members of this Subcommittee know very well, free and open markets arc the 
foundation of our economy, and competition is essential for those markets to function. Years of 
experience have proven that competitive markets work better than anything else to bring 
consumers lower prices, greater innovation, and choice among products and services. For that 
reason, one of the Commission’s primary obligations is to remove the obstacles that impede 
competition, allowing its benefits to How to consumers. 

To meet that obligation, the Commission has an aggressive and active antitrust 
enforcement agenda. Our jurisdiction is broad, and we enforce the laws in a wide range of 
markets. In order to maximize the impact of our efforts wc attempt to focus on areas that most 


^ The written statement represents the views of the Federal Trade Commission. My oral 
presentation and responses to questions are my own and do not necessarily reflect the views of 
the Commission or of any other Commissioner. 
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directly affect consumers and businesses, such as health c^e, energy, emerging technologies, 
real estate, and retail. 

The Commission’s competition agenda falls into three broad categories: merger review; 
investigations of antieompetitivc unilateral and coordinated conduct; and competition policy 
analysis. 

With regard to mergers, Commission staff reviews proposed and consummated deals to 
ensure that they do not ‘‘substantially lessen competition.” As necessary, the Commission files 
complaints to enjoin anticompetitive mergers, or, if wc have reason to believe that only some 
aspects of a merger are likely to have adverse competitive effects, we negotiate remedies that 
address those concerns. 

Of course, businesses engage in a range of other activities, some of which have 
implications for competition, and the Commission is always on the lookout for potentially 
anticompetitive conduct. This conduct may be unilateral - for example, when a monopolist 
requires exclusivity from its customers in a way that hanns the ability of other suppliers to 
compete fairly for those customers. Or the conduct might be coordinated - for example, when a 
brand pharmaceutical company pays a generic phannaccutical company to keep its product off 
the market. 

Congress also has empowered the Commission to provide substantive policy analysis and 
guidance, and we focus signilicant resources on fullilling this part of our mission. The 
Commission analyzes a wide variety of competition issues via research, workshops, and 
hearings, and these efforts result in a steady stream of detailed and thoughtful reports, studies, 
advocacy filings, and amicus briefs. 
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The Commission is gratified that vve can now fulfill our broad range of responsibilities 
with a full Commission, including our two newest Commissioners, Julie Brill and Edith 
Ramirez. As a Commission, we are working together in a bipartisan manner to bring 
enforcement actions - whether in large or small markets — that will benefit consumers and 
protect competition. Of course, it should go without saying that we are careful to avoid 
interfering with the kind of aggressive, rough-and-tumble competition that has long been the 
hallmark of our dynamic economy. At the same time, however, we will act against mergers and 
conduct that go over the line and threaten competition - even if those cases arc difficult ones, 
and even when they involve some of our country’s most successful companies. 

I. Ending Pay-for-Delay Pharmaceutical Agreements 

One of the Commission's top competition priorities is stopping “pay-for-dclay” 
agreements between brand-name pharmaceutical companies and generic competitors that delay 
the entry of lower-priced generic drugs into the market. These arc settlements of patent 
litigation in which the brand-name drug firm pays its potential generic competitor to abandon a 
patent challenge and delay entering the market. Such settlements, known as pay-for-dclay, 
exclusion payments, or reverse payments, elTectively buy more protection from competition than 
the assertion of the patent alone provides. And they do so at the expense of consumers, whose 
access to lower-priced generic drugs is delayed, sometimes for many years. 

Agreements to eliminate potential competition and share the resulting profits arc at the 
core of what the antitrust laws proscribe, and for that reason the Commission believes strongly 
that these pay-for-dclay settlements arc prohibited under the antitrust laws. We arc making some 
progress in our efforts to block these deals, but a number of obstacles remain and the legal 
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enviroTiTnenl remains unsettled. In 2005, several courts look, what is in our view, an unduly 
lenient approach to such agreements in drug patent settlements. As a result, it became 
increasingly dirficult to halt pay-for-delay settlemenls through litigation, and such settlements 
have now become a common industry strategy. 

These developments are extremely troubling. Delays in generic competition harm all 
those who pay for prescription drugs: individual consumers, the federal government (which 
purchases roughly one-third of all prescriptions), state governments struggling with the cost of 
providing access to health care, and American businesses striving to compete in a global 
economy. This year, a comprehensive FTC stalT report studied this problem, and 
found: 

• The number of these agreements is increasing, from zero in Ilscal year 2004 to 19 in 
fiscal year 2009; 

• These deals eurrcntly protect at least $20 billion in sales of branded drugs from generic 
competition; 

• On average, the deals delay the availability of cost-saving generics by 17 months; and 

• If not slopped, pay-for-delay deals will, even using conservative assumptions, cost 
consumers $3.5 billion a year.^ 

In simple terms, the numbers document how these sweetheart deals increase prescription drug 
costs for American consumers. 

Unfortunately, the most recent data confirms that these deals are a growing problem. 
Based on a preliminary analysis, already, in the first nine months of FY 2010, there have been 


■ “Pay-for-Delay: How Drug Company Pay-Offs Cost Consumers Billions,” FTC Staff 
Study (Jan. 2010), vAvw.ftc.gov/os/2010/01/TQ0I12pavfQrdeia'VTi:)t.pdf . In addition, the 
Commission staff releases detailed annual summaries on the type of settlements brand and 
generic companies are entering. See www.rtc.gov/os/2-Q 1 0/0 1 .H 00 1 1 3mpdim2003rpl.pd f . 
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more brand-generic seiilemenls involving some sort of compensation - 2 1 - than in any prior 
full fiscal year. Those settlements protect $9 billion in preseription drug sales. At the same 
lime, the seillemenl filings confirm that brand and generic companies can settle their disputes 
without brand companies paying their generic competitors not to compete. Seventy-five percent 
of all linal patent settlements - 63 - did not involve compensation from the brand company to 
the generic combined with a delay in generic entry. 

Because of the inherently anticompetitive nature of these deals and the enormous 
consumer harm caused by pay-for-dclay, the Commission continues to challenge them despite 
some earlier setbacks in the courts. For example, we are still actively pursuing two major pay- 
for-dclay cases: one against Solvay Pharmaceuticals (owned by Abbott Laboratories) and 
generic manufacturers (Watson Pharmaceuticals, Par Pharmaceutical, and Paddock Laboratories) 
regarding AndroGcl, a testosterone replacement drug often used by victims of testicular cancer, 
and the other against Cephalon regarding the drug Provigil, a sleep disorder medication with 
nearly $ 1 billion in annual U.S. salcs.^ In addition, Commission staff arc continuing to initiate 
new investigations into other pay-lbr-delay agreements. 

And we have reason to believe that the tide may be turning, both in the courts and in 
Congress. A few months ago, an appellate panel in the Second Circuit, which previously had 
adopted a permissive approach to pay-for-dclay settlements, took the extraordinary step of 
questioning its own standard and explicitly encouraged consumer plaintiffs to request the court’s 


^ In re AndroGel Antitrust Litig. (No. II), l:09-MD-2084-TWT (N.D. Ga. Feb. 22, 2010) 
(granting defendants’ motion to dismiss); FTC v. Cephalon, Inc.. No. 2:08-cv-2141 (E.D. Pa. 
Mar. 29, 201 0) (denying motion to divsmiss), wvvw.ric.gov/os/caseiisi/Q61Q182/index.shlm . 
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en hanc re-consideralion of the pay-for-delay issue."* Both the Federal Trade ComniissioTi and 
the Department of Justiee filed briefs with the Seeond Circuit advocating that the full court 
revisit this issue. In another promising development, in March 20 1 0, a federal district court 
judge in Philadelphia denied a defense motion to dismiss the Commission' s case against 
Cephalon. That case is now in the discovery phase. 

Solving this problem through the courts, however, will take time, and American 
consumers will suffer higher costs for prescription drugs. Therefore, even as we fight against 
pay-for-delay settlements in the courts, we arc working to help find a legislative solution to the 
problem. Legislation would be the most effective way to stop these deals. We know the 
Administration supports a legislative fix as a critical part of President Obama's health care plan, 
and the Commission will continue to work with Congress to address this issue. In the meantime, 
the agency will continue to aggressively pursue our investigations and enforcement actions. 


See Arkansas Carpenters Health and Welfare Fund v. Bayer AG^ Nos. 05-2851-cv(L), 
05-2852-cv(CON) (2d Cir. Apr. 29, 2010) (affirming summary judgment for defendants but 
inviting plaintiffs to petition for rehearing en banc). 

^ Consumer organizations; stale attorneys general; and law, economics, and business 
professors also submitted strong amici briefs advocating for a full court review. See Brief of 
American Antitrust Institute as Amicus Curiae Supporting Appellants; Brief of AARP ct al. as 
Amici Curiae Supporting Appellants; Brief of Consumers Union et al. as Amici Curiae 
Supporting Appellants; Brief of 34 State Attorneys General as Amici Curiae Supporting 
Appellants; Brief of 86 Law, Economics, Public Policy, and Business Professors as Amici 
Curiae Supporting Appellants, Arkansas Carpenters Health and Welfare Fund v. Bayer AG, Nos. 
05-2851-cv(L), 05-2852-cv(CON) (2d Cir. May 20, 2010). 
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II. Stopping Anticompetitive Mergers 

The Commission’s merger review progr^n is critieal to maintaining eompetitive markets. 
Merger filings have rebounded over the last year, and the Commission continues to carefully 
review transactions for potential anticompetitive effects, and to challenge mergers in appropriate 
circumstances. During liscal year 2009, the Conunission challenged 19 mergers. In nine of 
those cases the parties agreed to a consent order, in three they abandoned the deal, and in a 
record seven cases we authorized staff to lile a complaint in federal district court or in an 
administrative proceeding.'^ Additionally, through the first three-quarters of fiscal year 2010, the 
Commission has brought 14 merger enforcement actions. These challenges covered a wide 
range of markets, including pharmaceuticals and medical devices, truck stops, fertilizer, 
marketing databases, the funeral services industry, and the chemical industry. 

Just as important, when after a thorough investigation we determine that a deal is not 
anticompeLitive, we do not hesitate to close the investigation and allow the parties to move 
forward with their transaction. This happens as a matter of eourse on a wide range of mergers, 
but one prominent recent example is the Google/ Admob deal, where the Commission also issued 
a statement explaining why it closed the investigation. We will continue to employ our 
resources effectively by focusing our elTorts on deals that have a significant potential to lessen 
competition and harm consumers. 


^ See FTC Competition Enforcement Database, Merger Enforcement Actions, 
www.ftc.gov/bc/caselist/merger/indcx.shlml . 
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III. Proposed Revisions to the Horizontal .Merger Guidelines 

In April, the Commission, in conjunction with the Antitrust Division of the Department 
of Justice, released for public comment a proposed update of the Horizontal Merger Guidelines. 
The Guidelines outline for courts and practitioners how the federal antitrust agencies evaluate 
the likely competitive impact of mergers and whether those mergers comply with U.S. antitrust 
law. The last major revision to the Guidelines was in 1992, and they have been widely used and 
quoted in the intervening years. Advances in economic understanding and additional experience, 
however, have gradually modified the way that the agencies evaluate and investigate mergers. 

As a result, the 1992 Guidelines no longer oiler an entirely accurate representation of agency 
practices. To ensure that the Guidelines remain a useful tool, the Commission and the Antitrust 
Division have worked together to revise the Guidelines to more accurately relied the way the 
FTC and DOJ currently conduct merger reviews. These proposed Guidelines will assist the 
business community and antitrust practitioners by increasing the transparency of the analytical 
process underlying the agencies’ enforcement decisions. 

This update of the Guidelines is also notable for the transparency of the process. The 
proposed revisions were issued after consideration of public comments and input received during 
a series of five joint FTC.'DOJ vvorkshops held over the past six months, which were open to the 
public and attended by attorneys, academics, economists, consumer groups, and businesses.* 


Horizontal Merger Guidelines For Public Comment (Apr. 20, 2010), 

www.ftc.goW'opa'2010.''04.%mg,shtm . 

* Horizontal Merger Guidelines Review Project Website, 

wvvw.flc.gov,.'bc/workshops.''hina<index.shtml . 
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The result is a revised version of the Guidelines that more closely reflects the current 
practice of the antitrust agencies. One of the key differences is that the proposed Guidelines 
clarify that merger analysis does not use a single methodology, but is instead a fact-specific 
process, using a variety of tools to analyze the evidence. The Guidelines also explain that 
market dellnilion is not an end in and of itself, nor always the starting point of merger analysis, 
but instead a tool used to illuminate the potential competitive effects of the proposed merger. 
Another highlight is the increase in the Herllndahl-Hirschmann Index (“HHI”) concentration 
levels likely to warrant either further scrutiny or challenge from the agencies; again, this update 
more accurately reflects current agency practice, and provides a more useful benchmark for 
businesses considering potential deals. 

We have been gratified by the reaction from the legal and business community. The 
Guidelines have been warmly received by a wide range of practitioners, consumer groups, 
businesses and academics. We received 3 1 comments on the proposed revisions and are 
currently considering those viewpoints as the Coimnission and the DOJ work to finalize the new 
Horizontal Merger Guidelines. Of course, we welcome any comments and questions from the 
Members of the Committee. 

IV. Policy Projects 

The Commission continues to pursue an active policy and research agenda, and as a part 
of these efforts the FTC regularly holds hearings and workshops to examine important economic 
and competition issues affecting businesses and consumers. A recent example is a series of 
workshops entitled “How Will Journalism Survive the Internet Age?” Wc arc holding this scries 
of workshops because the expansion of electronic commerce and media is challenging 
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convenlional journalism business models. This is a sea change that has implications both for 
competition among media outlets and our democratic society. The Commission’s workshops 
have been designed to focus attention on this emerging dynamic, assess the range of economic 
and policy issues raised by the changes in the market, and explore how competition can be used 
to enhance consumer welfare. 

The FTC held the first workshop in December 2009, and the opening session featured 
contributions from a diverse group of well-informed participants, from Rupert Murdoch to 
Arianna Huffington. O^Micrs of news organizations, journalists, bloggers, technologists, 
economists, and other academics discussed the changing dynamics of the news business and 
considered what new journalism business models might evolve in the future. The workshops 
continued in March 2010, when experts in a variety of Helds discussed the pros and cons of a 
number of proposals to increase the efficiency and profitability of journalism, including: more 
accessible and more manageable government data; possible changes to copyright law, various 
new business models, and collaborations among news organizations. And in June, the 
Commission held a Hnal public workshop to compare the policy options put forth by various 
industry stakeholders. The Commission plans to issue a report on this project in the fall. 

An upcoming policy project will focus on health care refomi and competition policy. 
The Patient Protection and Affordable Care Act, the health care reform law, establishes new 
programs for Medicare (and some Medicaid beneficiaries) called "accountable care 
organizations," or ACOs. The purpose of ACOs is to foster higher quality and more efficient 
provision of health care services through, among other things, coordination of care among 
providers. This fall, the FTC will sponsor a workshop to focus on how ACOs could affect 
competition in commercial health care markets. 
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V. Section 5 of the Federal Trade Commission Act 

As the Members of this Committee arc well aware, the Federal Trade Commission has 
enforcement authority beyond that of the Sherman and Clayton Acts. When Congress created 
the FTC in 1914, it empowered the agency to prevent '‘unfair methods of competition” through 
Section 5 of the Federal Trade Commission Act.’ Congress was dissatisfied with the state of 
antitrust enforcement at that time, and its goal was to ereatc an ageney with broader jurisdiction 
than the Department of Justice. At the same time, Congress sought to balance that broader 
jurisdiction with a limitation on the actions that may be taken under the new law. Specifically, 
the Commission is not entitled to treble damages, and Section 5 does not provide for a private 
right of action. Thus Section 5 provides somewhat limited remedies but allows the Commission 
to reaeh a broader range of anticompetitive conduct - such as conduct that undermines 
competition without necessarily violating the Shennan Act. 

This broad authority is clear in the legislative history of the FTC Act, which shows that 
Section 5 was not enacted merely to mirror the Sherman Act. Rather, as Congressman Stevens 
of New Hampshire, who later became an FTC Commissioner, stated, a principal impetus behind 
the Act was that "it [would] give to this commission the power of preventing in their coneeption 
and in their beginning some of these unfair processes in competition which have been the chief 
source of monopoly.”"’ The Supreme Court subsequently has confirmed a broad view of Section 


’ 15 U.S.C. §45. 

51 Cong. Rec. 13,118(1914). SenatorCummins, one of the bill’s main proponents, 
squarely stated on the Senate floor: “[t]hat is the only purpose of Section 5 - to make some 
things punishable, to prevent some things, that can not [sic] be punished or prevented under the 
antitrust law.” 51 Cong. Rec. 12,454(1914). 
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5,^^ bui lower courts in the 1970s and 1980s struck down several FTC efforts to use this authority 
in cases that went well beyond the confines of tiic Sherman Act. After those eases, until 
recently, the Commission had generally limited use of its Section 5 authority. 

However, developments in antitrust jurisprudence have prompted a reconsideration of the 
Commission’s approach to Section 5 enforcement. Since the 1970s, the Supreme Court has 
increasingly narrowed the scope of the Sherman Aet, in part due to eoneerns that private elass- 
action antitrust litigation and the impact of treble damage awards will tend to deter legitimate, 
competitive activity. '■ But whatever the reason, the result is that the antitrust agencies find 
themselves limited in their ability to challenge anticompetitive conduct that harms consumers - 
even though the use of Section 5 by the Commission should limit the remedial and follow-on 
litigation concerns that may be raised by the use of the Sherman Act. 


" FTC V. Speny di HuteJnmon^ 405 U.S. 233, 240 (1972). Also, the Supreme Court 
observed in Indiana Federation of Dentists that the “standard of ‘unfairness’ under the FTC Act 
is, by necessity, an elusive one, encompassing not only practices that violate the Sherman Act 
and the other antitrust laws but also practices that the Commission determines are against public 
policy for other reasons.” FTC v. Indiana Federation of Dentists, 476 U.S. 447, 454 (1986). 

See, e.g., Bell Atlantic Corp. v. Twomhly, 127 S. Ct. 1955 (2007); Verizon 
Communications Inc. v. Law Offices of Curtis V. Trinh}, LLP, 540 U.S. 398 (2004); State Oil 
Co. V. Khan, 522 U.S. 3 (1997); Brooke Group Ltd. v. Brown & Williamson Tobacco Corp., 509 
U.S. 209 (1992); Matsushita Elec. Indus. Co. v. Zenith Radio Corp., 475 U.S. 574 (1986); 
Monsanto v. Spray-Rite Sei'v. Co., 465 U.S. 752 (1984); Continental T. V., Inc. v. GTE Sylvania, 
Inc., 433 U.S. 36 (1977). As indicated in the FTC testimony submitted to this Subcommittee on 
June 15, 2010, two recent cases. Credit Suisse v. Billing, 551 U.S. 264 (2007), and Verizon 
Communications Lnc. v. Law Offees of Curtis V. Trinko, LLP, 540 U.S. 398 (2004), could be 
read to make it more difficult to bring important antitrust cases in regulated sectors. If concerns 
about the costs and benefits of private antitrust enforcement in such industries were to inhibit 
public antitrust enforcement, that would be an unfortunate result, and one that would make it all 
the more important that the Commission make appropriate use of Section 5 in the manner 
provided for by Congress. 
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Accordingly, the Commission is actively considering how it can best use Section 5 to 
enhance enforcement in a responsible and tiMisparcnt manner. We have held a workshop’’ to 
assess the best uses of Section 5, and are planning to issue a report with our conclusions. Our 
recent ease against Intel included a free-standing unfair method of eompetition elaim,’"’ and last 
month, the Commission tiled a Section 5 case a^inst, and reached a settlement with, U-Haul.’^ 
The Commission charged that U-Haul invited its competitor to eollude by suggesting priee 
increases on rental trucks - something that affects everyday consumers directly. The 
Commission will not hesitate to aggressively enforee Section 5 against conduct like this. 

Of course, in using our Section 5 authority the Commission will focus on bringing cases 
where there is clear harm to the competitive process and to consumers. Broad bipartisan support 
exists within the Commission to use Section 5 in appropriate circumstances. We are confident 
that Section 5 will prove to be an effective mechanism to block anticompetitive behavior, and 
will allow the Commission to aggressively protect consumers without sparking concerns in the 
courts. 


’’ “Section 5 of the FTC Act as a Competition Statute,” Workshop Website, 
svww.ilc.gjOv/bc/workshops/sectionS/index.shtml . 

in the Matter of Intel Corporation. Dkt. No. 9341 (issued Dee. 16, 2009), 
wwv/. ftc . gov/os/adi pro/d934 1 /09 1 2 1 6iatclcmpt. pdf . 

FTC Press Release, “U-Haul and its Parent Company Settle FTC Charges That They 
Invited Competitors to Fix Prices on Truck Rentals,” (June 30, 2010) 

hup :/7wwvv- flc.gov/ona/2Ql 0/06/uhaul.shtm 
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VI. Energ}^ 

The petroleum industry plays a erueial role in our economy, and few issues arc more 
important to consumers and businesses than the prices they pay for gasoline and energy to heat 
and light their homes and businesses. Because of this, the Commission carefully monitors 
energy markets and devotes significant resources to maintain and protect competition across a 
wide range of industry activities. This work is undertaken by a large number of economists and 
attorneys who specialize in the energy sector. 

Merger review is an essential part of this effort, and in 2009 the Commission reviewed 
proposed acquisitions involving refined petroleum products, pipelines and terminals, liquefied 
petroleum gas (propane), lubrieant oils, natural gas. and natural gas liquids storage and 
transportation. A proposed consent decree resolving a recent merger enforcement action against 
the proposed $1.8 billion acquisition of Flying J by Pilot Corporation would result in divestitures 
to preserve competition in the travel center business, which provides diesel fuel and other 
services to long-haul trucking fleets. Under the terms of the proposed FTC consent agreement, 
Pilot, which operates the nation’s largest travel center netvvork, would sell 26 locations to 
another competitor as a condition of the acquisition. This divestiture would preserve 
competition in over-the-road sales of diesel fuel to long-haul trucking lleets that otherwise would 
have been lost. 

In addition, the Commission is continuing its efforts on the “Gas Price Monitoring 
Project” that began in 2002. The monitoring project is a daily, in-depth review of retail and 
wholesale prices of gasoline and diesel fuel in 20 wholesale regions and approximately 360 retail 
areas across the United States. This daily monitoring provides information that helps the 
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Commission lo investigate potentially anticompetitive conduct in fuel markets and serves as an 
early-warning system to alert our experts to unusual pricing activity.*^ 

Last November, the Commission added another tool to its arsenal. Pursuant to authority 
granted by Congress under the Energy Independence and Security Act of 2007, the Commission 
issued the Petroleum Market Manipulation Rule, which prohibits fraud or deceit in wholesale 
petroleum markets.^' The agency conducted an extensive rulemaking proceeding to decide 
whether and how to craft such a rule, holding a public workshop with participants representing 
industry, govermnent agencies, academics, and consumers; holding numerous meetings with 
consumer groups, trade associations, and businesses; and considering over 150 written 
comments from consumers and businesses. The Commission worked diligently on this issue for 
16 months and promulgated a rule that meets the goal of Congress. Importantly, the rule 
prohibits not only false statements but also statements that intentionally omit material 
infomiation and are likely to distort petroleum markets. Commission staff has prepared a 
compliance guide for businesses, which explains the rule in depth and provides examples of the 
type of actions that would violate it.’* Examples of potential violations include: false public 
announcements of planned pricing or output decisions, false statistical or data reporting, and 
wash sales intended to disguise the actual liquidity of a market or the price of a particular 


See Gasoline and Diesel Price Monitoring, wwvv^ftc.uov/ftc/oilttas/uas pricc.htm . 

' ' See FTC Press Release, New FTC Rule Prohibits Petroleum Market Manipulation 
(Aug. 6, 2009), w^ww,ftc.i;ov‘opa^2Q09/QS/rnnir.shtm ; 74 Fed. Reg. 40686 (Aug. 12, 2009). 

Guide to Complying with Petroleum Market Manipulation Regulations, 

wvv\v.rtc.gov7os/2QQ9/1 1/091 1 13mmrguide.pdf . 
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product. The Market Manipulation Rule has only been in effect for a short time, and the agency 
plans to aggressively enforce the rule as needed. 

In addition to these actions, Commission economists and attorneys issue reports on 
energy matters, including market statistics Mid trends, for use by Congress and other 
policymakers. For example, the Bureau of Economics recently released three working papers 
related to petroleum. In addition, the Commission has submitted multiple comments to the 
Federal Energy Regulatory Commission (FERC) on a broad range of competition-related 
issucs.^^ 

The Commission will continue to utilize its expertise in all of these ways to promote 
competition in the energy sector and pursue potential illegal conduct that harms consumers. 


In Working Paper No. 300, entitled Petroleum Mergers and Competition in the 
Northeast United States, the Bureau reported on a retrospective evaluation of two consummated 
transactions - Sunoco’s 2004 acquisition of El Paso's New Jersey petroleum refinery and 
Valcro’s 2005 acquisition of Prcmcor's Delaware refinery. Working Paper No. 302, Asymmetric 
Pass-Through in US. Gasoline Prices, presented new evidence that upward cost shocks are 
passed through more quickly than downward cost shocks in United States gasoline prices. 
Working Paper No. 303, Edgeworth Price Cycles in Gasoline: Evidence from the U.S., used 
multiple methods to identify price cycles in retail gasoline and diesel price. The reports arc 
available at littp://wvvvv.ftc.gov.T>e/econrpt.shtm. 

See Comment of the Federal Trade Commission on Control and A ffiliation for 
Purposes of the Commission s Market-Based Rate Requirements Under Section 205 of the 
Federal Power Act and the Requirements of Section 203 of the Federal Power Act, FERC 
Docket No. RM09-16-000 (Mar. 29, 2010); Comment of the Federal Trade Commission on 
Control and Affiliation for Purposes of the Commission ’s Market-Based Rate Requirements 
Under Section 205 of the Federal Power Act and the Requirements of Section 203 of the Federal 
Power Act, FERC Docket No. PL09-3-000 (Apr. 28, 2009); Reply Comment of the Federal 
Trade Commission on Transmission Planning Processes Under Order No. 890, FERC Docket 
No. AD09-8-000 (Dec. 3, 2009). The comments are available at 
littp://www.ftc-gov/onTj/advocacv date.shtm. 
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VII. Consumer Protection 

On the consumer protection front, the Commission continues to use aggressive law 
enforcement, innovative consumer and business education, and partnerships with other federal 
and state law enforcement agencies to further the reach of our initiatives. In particular, the FTC 
has increased its emphasis on protecting consumers in llnancial distress. Since January 2009, 
the FTC has brought 40 law enforcement actions against defendants who engaged in unfair or 
deceptive practices against financially-distressed consumers, and the agency continues its 
rulemaking and consumer education efforts related to financial services. By working closely 
with state attorneys general, we have expanded the reach of these efforts through the liling of 
more than 200 enforcement actions by our state partners. 

The FTC continues to vigorously enforce the rule prohibiting marketing calls to 
consumers who have signed up for the National Do Not Call Registry - which now covers more 
than 200 million phone numbers. The Commission also takes enforcement action against 
deceptive telemarketing. For example, during the past year, the Commission filed ten new 
actions that attack the use of harassing “robocalls” - the automated delivery of prerecorded 
messages - to deliver deceptive telemarketing pitches promising such things as extended auto 
warranties and credit card interest rate reduction services.^' 

Privacy also remains a significant priority. Consumers recognize and value the 
Commission’s leadership on privacy matters. In a recent survey, the Commission came in 
second in a ranking of the government agencies consumers trust with their personal information. 
The Ponenion Institute asked consumers to r ank 75 federal agencies on how well they handle the 

See, e.g., FTC Press Release, At FTC’s Request, Court Halts Massive Robocall 
Operation (June 10, 2010), hUn:/'/www.ftc.gov/ot)a^2010/06/asiapacinc.shlm. 
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challenge of keeping personal information private, and reported that the FTC is the second-most 
trusted agency for privacy protection (behind only the U.S. Postal Service)."^ But there is still 
work to be done, and the Commission will continue to lead the way in developing and promoting 
policies and practices that safeguard consumers’ privacy. In addition to the agency’s 29 
enforcement actions against businesses that failed to protect consumers’ personal information, 
the FTC is actively engaged in an effort to examine privacy issues more broadly. FTC staff 
convened three public roundtables to explore concerns about consumer privacy and ensure that 
the Commission’s approach to privacy keeps pace with the latest technologies and emerging 
business models.^^ The Commission plans to release recommendations for public comment later 
this year. 

VIII. Conclusion 

The Commission is active in a number of other areas that may be of interest to the 
SubcomniiUee, such as clinical integration of medical practices and consideration of the use of 
Resale Price Maintenance policies in light of the recent Supreme Court decision in. Leegin. 

Thank you for this opportunity to share highlights of the Commission’s recent work to 
promote and protect competition in the marketplace. The Commission looks forward to 
continuing to work with the Subcommittee to ensure that our antitrust laws and policies are 
sound and that they benefit consumers without unduly burdening businesses. 


http://w\vw.ponenion.org./'news-2/32 


See generally FTC Exploring Privacy Website, 
www.n.c.gov/bcp/vvoTkshor)s/privacvToundiables/index.shtml . 
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Mr. Johnson. Thank you, Chairman Leihowitz. 

And now we will begin with the questioning, and I will take the 
first round. Given the shifts to rule of reason analysis and the deci- 
sions Trinko, Twombly, and Credit Suisse, is it harder to bring an 
antitrust case now than it was 10 years ago? And what do you 
think is the effect on the American public? 
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Ms. Varney. Congressman, our view at the department is that, 
while Supreme Court precedent is always paramount in our anal- 
ysis of particular facts, the cases that you mentioned we believe are 
limited to the facts presented in those cases. And we have not nec- 
essarily found them, at this point, to be a barrier to bringing cases, 
as we have many investigations, which I cannot comment on. 

As those investigations come to fruition and you see cases I may 
be back to you with a view as to whether or not those Supreme 
Court precedents have inhibited our enforcement of the law. But at 
this time we view those cases as limited to their facts. 

Mr. Leibowitz. Reasonable people can disagree about the effects 
of Trinko and Credit Suisse and some of the other decisions by the 
Supreme Court. We think it is a potential impediment, and so that 
is part of the reason why we have moved to using our Section 5 
unfair methods of competition authority, which is sort of penumbra 
around the antitrust laws because we are in the business of trying 
to stop anticompetitive behavior that harms consumers, and this is 
a tool in our arsenal. 

But as Assistant Attorney General Varney mentions, some of this 
will depend on the cases we bring and the responses we get from 
the courts. And so we are all working together to try to move for- 
ward on protecting competition and consumers. 

Mr. Johnson. Thank you. 

Mr. Chairman, I find that as I get to the — towards the top of my 
lifespan that my hearing is starting to be a little bit lessened as 
a result, and so I would strongly urge you to speak directly into 
the microphone, kind of like what I am doing, and that way at 
least I will be able to hear you. And I appreciate it. 

Intellectual property rights standards and antitrust are critical 
interrelated issues internationally. Given discussions in Europe, 
China, the OECD, and the WIPO, the amount of emphasis the U.S. 
government has placed on defending I.P. rights around the world 
and the challenges we face in China and elsewhere in ensuring pro- 
tection for American intellectual property, what is the Administra- 
tion’s strategy going forward, and how are we actually managing 
the dialogue on these critical issues abroad, and you coordinating 
a message on these issues with commerce, USTR, USPTO, State, 
and others? 

Ms. Varney. As you may know. Chairman, the White House has 
established an I.P. working group and task force that is headed 
and run out of the White House. That task force includes members 
from the PTO, from the Department of Commerce, the Department 
of State, USTR, the Department of Justice — we are all there and 
we are committed to protecting intellectual property here and 
abroad. We work very closely on that matter. 

When it comes to the intersection of antitrust and intellectual 
property, I think the chairman does an incredible job of providing 
technical assistance, which I am sure he will speak to, to a lot of 
emerging antitrust regimes, and we try to work very closely with 
their technical assistance programs in a lot of the emerging anti- 
trust regimes. 

We want to be sure that the laws reflect what is antitrust and 
is not used in any way to inhibit American entry into markets 
when intellectual property is present. So we see an intersection be- 
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tween intellectual property and antitrust, but we do not want to 
see antitrust laws around the world used in any way to inhibit 
trade and competition. 

Mr. Leibowitz. Yes. And I agree with everything that Assistant 
Attorney General Varney said. 

We do do a lot of technical assistance with countries. We do help 
them write their antitrust law, which we think generally reflect 
best practices of antitrust. Usually they use the American antitrust 
laws and sometimes the European antitrust laws as a guidepost. 

We were very, very involved with helping China write its anti- 
trust laws, which have just been implemented, and we will see how 
well they work. 

And again, you know, we feel very, very strongly that the more 
competition you have in foreign countries the better it is for all con- 
sumers, and particularly American consumers and American busi- 
nesses. 

Mr. Johnson. Thank you. 

I will now turn to Mr. Coble for questions. 

Mr. Coble. Thank you, Mr. Chairman. 

Ms. Varney, good to have you and the chairman on the Hill 
today. 

Mr. Chairman, in the — regarding the reverse payment context, I 
have heard that the FTC has suggested that the courts should not 
have the authority to review these settlements because the courts 
have an incentive to approve settlements that the commission does 
not have — that is, namely, that the courts are too busy. What do 
you say to that assertion, and if so, do you — if you support it do 
you have examples of that having actually occurred? 

Mr. Leibowitz. Well, I would make a couple of points: Whenever 
we bring a case, and we have two cases pending: one in the district 
court in the Third Circuit involving a drug called Provigil, which 
is a wakefulness drug used by people in the armed services on long 
missions, narcoleptics, and children; and another in the 11th Cir- 
cuit — we go to court, and we have to prove our case. 

I would say this — and this is true well heyond the pay for delay 
settlement issue a lot of times judges, they have busy dockets, they 
have to put criminal matters first, and I think that settlements are 
generally something they look favorably on. 

And when you have two companies that were in litigation, a 
brand and a generic, and they both turn around and say, “We have 
a settlement,” there is an incentive, for courts to agree with that, 
and consumers are the ones who aren’t at the table who aren’t 
making the deal, and they are the ones who lose from these reverse 
payment settlements or pay for delay settlements, which we believe 
cost consumers $3.5 billion a year. 

And then the only other point I want to make is that the 21 
deals that we have seen in the first three quarters of this fiscal 
year is the highest number we have seen so far in any fiscal year. 
These are deals that we believe delay generic competition and cost 
all of us more money, whether it is embedded in our health care 
costs, as a cost of health care insurance, or whether we have to go 
out and buy drugs because we don’t have insurance, and there are 
still 40-plus million uninsured Americans. 

Mr. Coble. Well, thank you, Mr. Chairman. 
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Ms. Varney, I will start with you, and either of you may answer. 
There have been a lot of recent news reports over Google’s behavior 
in collecting personal information from WiFi networks from spe- 
cially designed automobiles or vehicles roaming through the 
streets. More than 30 state attorneys general, led by Attorney Gen- 
eral Blumenthal, of Connecticut, have announced an investigation 
in this matter, and I think they joined probably a dozen or so na- 
tions who are also investigating. 

Since Google acknowledges that it roamed in each of the 50 
states it is probably irrelevant to every Member of this Committee 
if, in fact, the rights of our constituents have been violated. To 
date, however, I believe neither the Department of Justice nor the 
Federal Trade Commission has commented on the so-called SpyFi 
issues. Is either of you all involved with cooperating with the var- 
ious state attorneys general on this matter? 

Mr. Leibowitz. Well, we don’t confirm investigations unless com- 
panies do, but we have said that we are taking a close look at this 
matter. 

Mr. Coble. Ms. Varney? 

Ms. Varney. Chairman, that is outside my jurisdiction. That is 
a privacy and tracking matter, and unless it is brought to our at- 
tention that there is some anticompetitive conduct involved there, 
that is probably something that would be best looked at by the 
Federal Trade Commission. 

Mr. Coble. I got you. 

One more question, if I may, Mr. Chairman? 

Mr. Leibowitz. Yes, sir. 

Mr. Coble. Google recently announced it was entering the travel 
business with the purchase of ITA. ITA, as we know, supplies infor- 
mation to a variety of Web sites that benefit consumers, such as 
Expedia, Travelocity, and Priceline. These travel sites benefit con- 
sumers by offering them real choices, and they are obviously con- 
cerned about the prospect of the world’s largest Internet company 
entering their respective businesses. 

Which of your agencies plan to review this matter, and do you 
have a timeline on that? 

Ms. Varney. Obviously we don’t comment on any pending inves- 
tigations, either the chairman or myself, so I can assure you that 
should this transaction go forward and is reportable under the 
Hart-Scott-Rodino procedures to report transactions under — and be 
reviewed under the Clayton Act, Section 7, we will carefully evalu- 
ate which agency has the best expertise to review the transaction, 
and we will do so. And I am sure, actually, no matter which agency 
is reviewing the transaction, we will call on each other’s expertise. 

Mr. Leibowitz. We will. 

Mr. Coble. Thank you both. 

I yield back, Mr. Chairman. 

Mr. Johnson. Thank you, Mr. Coble. 

I will next turn to the Chairman of the Judiciary Committee for 
his questions. 

Mr. Conyers. Thank you for your statements. Let’s look histori- 
cally at where we are now. 

Were the railroad cases the first big antitrust cases followed by 
the telephone cases? 
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Mr. Leibowitz. And oil, yes. 

Mr. Conyers. Oil. 

But the mergers keep coming; the anticompetitive activity is still 
roaring down the runway. Corporate power globally is increasing. 
The lives of everybody now are impacted, and even governments 
are impacted. 

I can remember, Mr. Chairman, when I made my first trip to the 
African continent. Most of the companies there were larger than 
the companies — most of the companies there were larger than the 
countries that they were in, in terms of power and influence. In 
many instances it hasn’t changed that much. 

Do you agree with this trend that I am — this picture that I am 
summarizing, that corporations keep getting bigger and keep af- 
fecting more control and power over not only the people on the 
planet, but the countries that govern the people in the various, 
what is it, 132 nations in the world — 192? Let’s talk about that, la- 
dies and gentlemen. 

Ms. Varney. Certainly, Chairman, in my travels around the 
world, which have been far less extensive than yours, we see the 
increasing importance of corporations in a global and increasingly 
interconnected and dependent world. And I see it everywhere I 
travel. 

And there are corporations, certainly, that have enormous influ- 
ence in economies everywhere. At the same time I, not too long 
ago, was in sub-Saharan Africa, and I was informed — I don’t know 
that this is accurate, but I was informed at the time that China 
is actually the largest investor right now in sub-Saharan Africa. 

So I think it is an increasingly complex, increasingly inter- 
connected, and increasingly global world where some participants, 
be they governments or be they private sector participants, are 
having influence beyond what you would have seen at the turn of 
the century when you referenced the very first big antitrust cases. 

Mr. Leibowitz. Yes. And I would agree with everything that As- 
sistant Attorney General Varney said. I would just add this: When 
you look at the origins of the Sherman Act in 1890, I think part 
of what Congress was trying to reach was sort of the undue influ- 
ence of corporations. 

Of course, corporations also provide enormous benefits to Amer- 
ican consumers and to consumers around the world. I would say 
this, you have asked us sort of a meta-question that goes well be- 
yond the jurisdiction of our agencies. There was a piece in the. Na- 
tional Law Journal yesterday — I will put it in for the record — that 
really talked about how active the two agencies have been 

Mr. Conyers. Yes. 

Mr. Leibowitz. And so within the narrower confines of the work 
that we do I think we have done a pretty good job. I can say that 
about the Antitrust Division. I can’t necessarily say that about the 
Commission — I don’t have quite as much objectivity with respect to 
the FTC. 

Mr. Conyers. Well, when are we going to get a Section 2 case? 
We haven’t got any so far. 

Mr. Leibowitz. Actually, and I hate to correct the Chairman of 
the Committee on a factual matter, we have a Section 2 case. Actu- 
ally, we have several Section 2 cases right now. One is a pharma- 
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ceutical reverse payment case; that is the Third Circuit case involv- 
ing Cephalon. Another is a case we have brought using both Sec- 
tion 2 monopolization and Section 5 unfair methods of competition, 
as well as unfair and deceptive acts or practices against Intel. 

And then, during the Bush administration we actually had a 
very significant standard-setting case that was a monopolization 
case involving a company called Rambus. We lost that in the D.C. 
Circuit, but we are going to continue to look around for a 

Mr. Conyers. I stand corrected. 

Attorney General, when are you going to get into that? 

Ms. Varney. Mr. Chairman, you will have a case from us when 
we have the facts and evidence ready to bring the case. We have 
many investigations, which I can’t comment on, going on right now. 

We have also been very active in stopping anticompetitive merg- 
ers, in fixing — allowing parties to cure potential anticompetitive ef- 
fects of mergers. So I think we are very active, and I — you know. 
Section 2 cases take, as I think the Chairman 

Mr. Conyers. Of course. 

Ms. Varney [continuing]. Quite a bit of time to develop the facts 
and the evidence. 

Mr. Conyers. They are complex. 

But just closing, Mr. Leibowitz, you know, telling me about how 
much good corporations are doing are balanced by how much bad 
some are getting away with. That is two different subjects. 

I mean, I applaud capitalism under regulation, but this picture 
is getting more and more bleak. The mergers are still roaring 
ahead, which, incidentally, after all of our prattling about small 
business, that makes it that much harder for small business to 
ever get started in this kind of atmosphere. 

Mr. Johnson. Thank you, Mr. Chairman. 

Next I would recognize my good friend from Utah, Mr. Chaffetz. 

Mr. Chaffetz. Thank you, Mr. Chairman. 

And thank you both for being here. 

Mr. Leibowitz, if we could start with you just real quickly, let me 
talk just for a moment about the Cephalon situation, where we 
have — my understanding is a D.C. Federal court — district court 
Judge Kay, for the first time, my understanding is, in 33 years ac- 
tually offering some limited discovery into that case. Can you ex- 
pand — I mean, is this — I think you know the situation that we are 
talking about, but is this something that the FTC does, and this 
type of activity, in terms of getting in the middle the way that it 
did? 

Mr. Leibowitz. It is a very fair question, and let me respond to 
it. Let me respond to it first by bifurcating it a little bit. 

Again, we take a perspective at the FTC — and we are very, very 
bipartisan — to try to get the greatest good for the greatest number 
of people, and that is how we came up with or decided to make pay 
for delay settlements a major commission issue. 

We believe — or our Bureau of Economics reported — that it costs 
consumers $3.5 billion a year, and we are going to be resolute in 
trying to stop these deals, whether by getting a case to the Su- 
preme Court or by trying to pass legislation in Congress. 

As for the issue involving Watson and Mr. Bisaro’s deposition, let 
me make a couple of points. We play by the rules at the FTC, when 
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the magistrate issued the opinion and he asked for limited dis- 
covery of the commission we decided — and this is almost unprece- 
dented — to make our interrogatories public. It was a vote of the 
commission; it was a five to zero vote. And we did that because we 
thought it was important to get all the facts out. 

Again, I believe we play by the rules. I think as the facts do come 
out you will see that we didn’t do anything wrong. 

I will say this: Mr. Bisaro, who is the person who has avoided 
our subpoena, our deposition, for almost a year now — ^you know, I 
just don’t quite understand this. If this Committee were doing an 
investigation — if your Committee were doing an investigation, as a 
routine investigation, which this is — or a typical investigation — and 
someone refused to come and testify, I think you would be upset 
with it. And I think there 

Mr. Chaffetz. I may be upset, but, you know, you have a Fed- 
eral judge who for the first time in 33 years decided that they were 

going to go ahead and allow some additional discovery 

Mr. Leibowitz [continuing]. We are happy, Mr. Chaffetz, to have 
some discovery, because we don’t think we did anything wrong. We 
think that Watson has just been slinging mud at us, and some of 
it will stick occasionally. 

Mr. Chaffetz. Okay. Fair enough. 

Let’s go back to the Google situation. And I found it very inter- 
esting that Ms. Varney gave an answer for we — us — talking about 
two different agencies. And that is part of the question as to which 
agency does it go to? How do you make the determination as to 
who is going to do what? 

You seem very capable of answering the question for the FTC, 
but for those businesses and organizations that are trying to figure 
out how to move forward with their regulators how do you make 

these types of determinations? I mean, is this 

Ms. Varney. I think, Mr. Chaffetz, that generally I would say — 
in 98 percent of the matters it is very clear to the parties which 

agency, based on history and expertise 

Mr. Chaffetz. But for that extra 10 percent 

Ms. Varney. The extra 2 percent 

Mr. Chaffetz. Two percent. Sorry — 98 percent, okay. 

Ms. Varney. It is difficult. It is absolutely difficult to know with 

certainty which agency is likely to have the right expertise 

Mr. Chaffetz. So if somebody calls in and says, hey, you know, 
and they think it is at Justice and maybe it is a — how do you 

deal — do you have procedures in place for both agencies to 

Ms. Varney. Very efficiently. And the reason that either one of 
us can answer for both is because this — what you are talking about 
is something that is called preclearance, and it is a process that is 
housed at the FTC but is actually run with both of us present. So 
if a party or parties are merging and they want to come in and it 
is not clear which agency will review the merger, both our staffs 
sit down with the merging parties on the front end and hear the 

presentation, and we work very 

Mr. Chaffetz. The customer part of it — if there is a customer 
complaint does the same process work in place? 

Ms. Varney. Generally we try and resolve which agency is going 
to be reviewing a matter relatively quickly so that one of us can 
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get our staffs out there and talking to customers and suppliers and 
competitors and the parties. 

Mr. Leibowitz. So, but just to follow up on 

Mr. Chaffetz. Yes. 

Mr. Leibowitz [continuing]. Assistant Attorney General Varney’s 
point, you know, she was an FTC commissioner in the 1990’s, and 
a terrific one, we try very hard and — our staffs try hard and we 
try very hard to make sure our staffs resolve those handful of cases 
where there is — effectively a jump ball quickly, because companies 
deserve a quick resolution. And I went back and I looked at the 
statistics which we provided to the Committee, and of the handful 
of contested clearance agreements not a single one of them went 
past 15 days. 

And we can still do a better job because I think we want to keep 
it down to a week, and a few went over a week. But believe me, 
if she and I had to deal with a lot of clearance disputes our head 
would be exploding, or our heads would be exploding right here in 
front of you. So we try to do a good job; we are not perfect. But 

Mr. Chaffetz. If you could understand how that works a little 
bit more clearly I would appreciate it. 

Thank you, Mr. Chairman. 

Mr. Conyers. Mr. Chairman, I ask unanimous consent to put 
into the record the article that Mr. Leibowitz referenced, “FTC 
Antitrust Blitz,” written only yesterday in the National Journal 
newspaper. 

Mr. Johnson. Without objection. 

And we will next turn to the distinguished gentleman from 
Texas, Mr. Gonzalez. 

Mr. Gonzalez. Thank you very much, Mr. Chairman. 

And I take it from the witnesses’ testimony — correct me if I am 
wrong — no determination has been made as to who is going to be 
looking into the proposed Google-ITA business deal. Is that correct? 

Ms. Varney. Congressman, our confidentiality rules do not per- 
mit us to even comment on whether or not a particular merger has 
been filed. So we can’t comment. The parties can, but we can’t com- 
ment on that. 

Mr. Gonzalez. All right. 

Mr. Leibowitz. And Google, by the way, has generally acknowl- 
edged publicly which agency gets an agreement or a merger pro- 
posal, and once they do we can confirm it. 

Mr. Gonzalez. So let’s just go ahead on what has already been 
reported in every major newspaper in the United States. And let’s 
go in New York Times, July the 6th, “Regulators Prepare to Dig 
Into Google-ITA Deal,” quote — and this is by Brad Stone — “It’s no 
secret that United States antitrust enforcers are looking closely at 
Google’s business practices and the way it leverages its dominance 
in Web search into other Internet markets.” 

So we are going to assume someone is going to be looking at it. 
And it is not just Google, and we need to preface — or I need to pref- 
ace my remarks — it is just not Google. It is the whole technology 
that is going on out there. What happened with Microsoft years ago 
and the advancing of a temporary monopoly argument — on and on. 
So you have got to deal with all that, but it is very interesting to 
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figure out that particular business model and its activities and its 
potential spillover to other areas. 

So I will go to New York Times, July 1st, “France Calls Google 
a Monopoly.” “This week the French Competition Authority offi- 
cially declared Google a monopoly.” “Google holds the dominate po- 
sition on the advertising market related to online searches,” and 
then it went on to expand. 

But this is the most important part of the story: “Google’s posi- 
tion, rejected by the French, is that the relevant market is all of 
advertising, in which Google has a tiny share, rather than online 
search ads in which it is dominant. It appears that if the French 
authorities do not reverse that conclusion in their final ruling it 
will be the first official precedent rejecting Google’s argument” — the 
general argument. 

“In the United States the Federal Trade Commission said in 
2007 that it was possible that search ads could be a defined market 
for antitrust purposes, but it did not reach a conclusion on the 
issue as it approved Google’s acquisition of Doubleclick, in adver- 
tising distribution network.” 

So my question, to the extent that you can answer it: When does 
kind of general market share translate into something that should 
be drawing your concern? When do you have, as Google has ad- 
vanced — look, you have got to look at all advertising. Just don’t 
look to that which is search-generated. 

But the truth is, as technology moves forward and where adver- 
tising is going, is it, in fact, something that should be isolated and 
recognized as standing on its own for consideration? 

Mr. Leibowitz. So, let me take that question first. I saw that ar- 
ticle from a few days ago about the activity of the French govern- 
ment. It would be hard for me to understand how Google could 
have a dominant position in all advertising. I think it is pretty 
clear they have a monopoly position in search ads, and as that arti- 
cle noted, we looked at Google AdMob recently; we looked at Google 
Doubleclick several years ago. 

Again, when you are up in the 70 percent market share, as I 
think they are on search, I think everyone would believe that is a 
monopoly position. It doesn’t control the entire market, but it is 
dominant, as the Europeans would say. 

But I would also point this out, and obviously we have had re- 
views of Google-related activities and the Justice Department is in- 
volved in the Google book search. Just by virtue of being a monop- 
oly, that is not illegal under the antitrust laws. You have to engage 
in some sort of bad conduct beyond that. 

And, I think if you acquire a monopoly position by virtue of your 
terrific products or your terrific marketing that is okay generally. 
It is only when you go beyond that and try to stifle competition or 
engage in exclusionary practices that you are engaging in some sort 
of illegal monopolization. 

Again, courts have pared back the ability to win monopolization 
cases in the last several decades. That is no surprise to anyone. 
And it’s part of the reason why we are using our unfair methods 
of competition authority, which is a penumbra around the antitrust 
laws — when you created the FTC you wanted an agency with very 
broad jurisdiction and very weak remedies. 
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We don’t put people in jail, right? We can’t fine malefactors. But 
part of the reason why we are using this authority that we have 
had since 1914 more often is because we want to stop anticompeti- 
tive behavior that harms consumers. 

Mr. Gonzalez. But you are saying they would have to have an 
affirmative act by a company on exclusionary practices before it 
would be legitimate to look at it. 

Mr. Leibowitz. I mean, “look at it is” a non-legal term, so, we 
are aware of the dominant position that certain companies have in 
certain markets — Intel has in chips, Google has in search. But you 
would want to see some sort of acts or an act that was designed 
to unfairly, denigrate competitors before you would bring action. 

Mr. Gonzalez. And whether you had that intention or not, but 
it is the result, would that matter? 

Mr. Leibowitz. Yes. 

Mr. Conyers. I ask that the gentleman gain an additional 
minute. 

Mr. Johnson. Without objection. 

Mr. Gonzalez. And I appreciate it, and I will give Ms. Varney 
an opportunity to respond. 

Ms. Varney. I think your question. Congressman, started with 
basically a merger analysis question, and without commenting on 
any particular potential merger or current merger, it is not un- 
usual for us to examine what is actually a relevant market. It is 
very tough in many circumstances. I think you saw that in the XM- 
Sirius merger. There was a question as to whether satellite radio 
was, in and of itself, a distinguishable market. 

We see that often. In my time at the Department of Justice in 
the many of the mergers we have reviewed the parties have argued 
that the markets that the merged parties were competing in were 
separate markets. 

This is not an issue that we are in any way unfamiliar with. We 
have tools that we use to help us assess and understand what are 
the relevant markets. I am sure you won’t be surprised to know 
that in virtually every merger where there is competitive overlap 
the parties routinely argue that they are not in the same market. 

So that is a threshold question. We have lots of tools — our re- 
vised merger guidelines give lots of transparency to parties and to 
practitioners as to how we assess what particular tools we will use 
to try and determine what is an actionable antitrust market. 

As the chairman went through the standards he was, I think, es- 
sentially talking about single firm conduct. I am talking about the 
tools you use to do a merger analysis. 

Mr. Gonzalez. Thank you very much. 

Thank you for your indulgence, Mr. Chairman. 

Mr. Johnson. Thank you, Mr. Gonzalez. 

Next we will have questions from the distinguished gentleman 
from Virginia, a man who never smiles and his — is both respected 
and feared by witnesses who appear before this Subcommittee, Mr. 
Bob Goodlatte? 

Mr. Goodlatte. Well, thank you, Mr. Chairman. You always 
bring a smile to my face. [Laughter.] 

I want to welcome the witnesses and, I must say, I am strongly 
in favor of our Nation’s antitrust laws and believe they should be 
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enforced to the fullest extent of the law. And I prefer them, gen- 
erally, over regulations, wherever possible, because I think that if 
you set parameters and tell companies that if they operate within 
these parameters they are okay then it creates, I think, the max- 
imum amount of competition and the maximum amount of cre- 
ativity, whereas regulations often result in unintended con- 
sequences that can stifle creativity in ways that simply were not 
intended by the regulators. 

However, the Administration enforcing these laws has to be fair, 
has to be predictable, has to be uniform so that businesses know 
that the ground rules, regardless of which industry they happen to 
be and thus which agency reviews their activities. I also believe 
that the law should be enforced objectively and not subjectively. 

And I have been looking into ways to ensure that the basic 
framework of the antitrust enforcement process is fair, and I hope 
that the witnesses here today will join me in that effort. 

So first, I direct this primarily to you, Mr. Leibowitz: One area 
that I have been looking into is the different procedural tools that 
the FTC and the Department of Justice posses. The FTC has dif- 
ferent procedural tools available to it to challenge mergers. Like 
the Department of Justice you can pursue a preliminary injunction 
in Federal district court; however, unlike the Department of Jus- 
tice, which combines its preliminary injunction case with a merits 
trial in Federal district court, the FTC can pursue a separate ad- 
ministrative case within the FTC. 

To me, this raises questions of fairness. First of all, why should 
mergers be subject to different procedural standards given that the 
Department of Justice and the Federal Trade Commission some- 
times decide who will review a merger based on basically a coin flip 
or a possession arrow? You want to tackle that first and then we 
will ask Ms. Varney? 

Mr. Leibowitz. Yes. Let me start by saying as a general matter 
I agree with you that enforcement is a better approach than regu- 
lation. And, we consider ourselves to be an enforcement agency. We 
occasionally do write rules, but that is the exception rather than 
the rule. 

And then let me also let the record note that I have seen you 
smile many times in the past. [Laughter.] 

I understand this argument, and I have certainly heard it a fair 
amount, particularly from the Antitrust Bar. But I actually think 
ultimately the standards are more alike than not, and here is why: 
So, if we go to court and we ask for preliminary injunction, the 
Antitrust Division asks for a permanent injunction. We then have 
to show in different circuits different standards. 

Outside of the D.C. Circuit we have to show likelihood of success 
on the merits in most circuits. In D.C. Circuit we have to show 
questions that are very serious and very substantial. That is the 
language from the Heinz case. 

And then, if a company wants to come back to the FTC, which 
is an expert body that was created by Congress, we have to show 
ultimately that we will win on the merits. So we ask for prelimi- 
nary injunction. 

Sometimes that is done very quickly. In a case involving an 
Inova acquisition of Prince William Hospital — ^you are familiar with 
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that — the judge just sent it over to the FTC — the district court 
judge in Alexandria — to do the entire review. 

And the other thing I would say for companies is that we re- 
cently dramatically accelerated our procedures at the FTC, so if a 
company wanted to immediately come to the FTC and get a full 
trial, which is more than a preliminary injunction or a permanent 
injunction, they can have that in 5 months with a review in several 
more months — in 2 more months — by the commission, and that is 
actually as fast as you would get a review in the district court. 

Mr. Goodlatte. Do you have the ability to bring a combined pre- 
liminary injunction and merits case like the department does? 

Mr. Leibowitz. We probably do have that 

Mr. Goodlatte. Have you ever used it? 

Mr. Leibowitz. No, no, no. I mean, going back through Adminis- 
trations and commissions we have always gone to court to ask for 
preliminary injunction and then the case has gone to what we call 
part three internally. But if a company wants to come first 

Mr. Goodlatte. But if you wanted to bring it through the courts 
as opposed to your internal process you could do that? 

Mr. Leibowitz. If a company wants us to we would do that. 

Oh, through the courts? We always go to court because we need 
to get a preliminary injunction 

Mr. Goodlatte. I understand. 

Mr. Leibowitz [continuing]. To stop the merger from proceeding. 

Mr. Goodlatte. But then do you ever ask the court to rule on 
the merits of the case? 

Mr. Leibowitz. Well, what we ask the court to do is to stop the 
proceeding. Now, courts will sometimes use a likelihood of success 
on the merits standard and sometimes they will use, as the D.C. 
Circuit does, questions so serious and so substantial they go to the 
heart of the matter, and then it comes to the commission. 

Mr. Goodlatte. How many times does the administrative law 
judge rule against the FTC staff in a merger case? 

Mr. Leibowitz. Against the FTC staff? 

Mr. Goodlatte. Yes. 

Mr. Leibowitz. Quite often, in cases generally. I will get you that 
information. 

Mr. Goodlatte. I would like to see that 

Mr. Leibowitz. And also in conduct cases, as well. I want to say 
this: I know in conduct cases they have ruled against the FTC staff 
on several recent occasions, including our Rambus case several 
years ago. 

On merger cases, I will go back, and I will get you and I will get 
the Committee the answer. That is a good question. 

Mr. Goodlatte. And finally, on appeal how many times have the 
five commissioners ruled against the FTC? 

Mr. Leibowitz. I will get you that information. I mean, you raise 
a real question, and I don’t disagree with that, but I like to think 
at its bottom line in merger cases that ultimately the result of the 
merger is never — and I don’t think anyone has ever alleged this 
even from the Antitrust Merger Bar — the outcome isn’t determined 
by who you go to, and the standards are ultimately the same. 

Mr. Goodlatte. Thank you. 

Ms. Varney, do you have any comment on that? 
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Ms. Varney. Only I can speak to the Department of Justice, Mr. 
Goodlatte. We can seek a preliminary injunction; we can seek to 
have that preliminary injunction combined with a permanent in- 
junction trial on the merits; or we can seek a preliminary injunc- 
tion and then proceed down the road after discovery to a perma- 
nent injunction, which is a full trial on the merits. 

So our system is slightly different and we, of course, as you have 
noted, are held to the common law standard in every circuit that 
requires for a preliminary injunction likelihood of success on the 
merits and irreparable harm if the injunction is not granted. If we 
get the injunction separate from a permanent injunction we then — 
generally the parties will withdraw and everybody will go home. 

You can often get the parties to agree to not proceed with the 
transaction until the court schedules a full trial on the merits. So 
there are occasions where we simply don’t go through the prelimi- 
nary injunction standard, where we go after discovery to a direct 
trial on the merits and then all of the standards of Section 7 of the 
Clayton Act and the court precedent on merger analysis kick in. So 
it is a slightly different system. 

Mr. Leibowitz. Mr. Goodlatte, if I could just add one more brief 
point, when Congress — when you or your predecessors — created the 
FTC you wanted to create an expert agency, and so I think theo- 
retically — and I will go back and get you some research on this, 
too — I think theoretically you probably wanted all the merger re- 
views to go through the FTC internally as opposed to into court for, 
a preliminary injunction. But let me get back to you. 

But part of the idea of putting things into our ALJ process and 
internally into the commission is we are supposed to be an expert 
agency; we are supposed to build records; we are supposed to learn 
from the cases we bring and the actions we take. 

Mr. Goodlatte. Ms. Varney, does the Antitrust Division not 
have the expertise that we think you have to 

Ms. Varney. I think that the division and the courts and the 
FTC all have terrific expertise in doing anticompetitive analysis. I 
think, as Chairman Leibowitz pointed out, the Federal Trade Com- 
mission is a creature of Congress, and I have no basis to go 
through the legislative history of what Congress intends the FTC 
to do and not do, or how to do it. I think that is a question reserved 
for you and the chairman. 

Mr. Goodlatte. Well, I am just concerned about the lack of con- 
sistency here, and from looking at it from the outside you would 
have a considerable question about, you know, why we are going 
two separate directions here on antitrust law and how there is kind 
of predictability and fairness that a business trying to make a deci- 
sion before they ever get to the point of being before that court for 
that preliminary injunction has to make. It just compounds the 
problem, and I would think it would be stifling on investment and 
creativity and doing business in the United States. Thank you. 

Mr. Chairman, my time is expired. Are you going to do a second 
round, or — I do have another area I wanted to get into, but I don’t 
want to keep Mr. Issa from getting his shot here first. 

Mr. Johnson. I certainly have abundant respect for Mr. Issa’s 
brain power, and you both sit next to each other. Perhaps he will 
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ask the same exact questions that you had on your mind. And so 
let’s wait and see what Mr. Issa brings to the table. 

The distinguished gentleman from California, please? 

Mr. Issa. Thank you, Chairman. As you know, my questions usu- 
ally lead to more questions, so I suspect a second round will be es- 
sential as a result. 

Chairman, we are considering — since you are a creation of ours 
and you are our bastion of expertise — we are considering a bill that 
probably won’t happen in this Congress, but these things tend to 
come back — H.R. 5034. And I would like your view on the legisla- 
tion itself and on the problems that it make create from a stand — 
because it clearly deals with antitrust questions, interstate com- 
merce, and not only the history of litigation that has already gone 
on and court decisions, but the 21st Amendment. 

To the extent that you are familiar with the legislation, could 
you comment on 

Mr. Leibowitz. Is it the alcohol 

Mr. Issa. Yes, sir. 

Mr. Leibowitz. I am aware of that legislation 

Mr. Issa. And your Web site makes us think that you are not 
very keen on it, but I would like a delineation a little more. 

Mr. Leibowitz. I don’t believe that we have testified on or taken 
a position on the legislation 

Mr. Issa. This is your chance. 

Mr. Leibowitz [continuing]. And I will — ^you know, we are a very 
bipartisan, consensus-driven group, and I am going to go back to 
the commissioners and talk to them, and I will get you an answer. 
But I would say this: My recollection of this legislation is that it 
would preempt the ability of Federal antitrust authorities as a 
practical matter under most circumstances from reviewing competi- 
tion problems within alcohol distribution. 

And so, we generally believe as I know you do — that competition 
is the best approach, and when you have Federal antitrust enforce- 
ment under appropriate circumstances that is usually a good thing 
in terms of bringing competition, more choice, and lower prices to 
consumers. But let me get back to you with some more grounding. 
I don’t want to speculate too much until I go back and read the bill. 

Mr. Issa. Okay. And as you can imagine, this is a bipartisan 
piece of legislation, particularly to those of us who have both beer 
producers and wine producers in our district, both manufacturers 
and, if you will, distributors. So even if you don’t take a final posi- 
tion on it, some of the pitfalls that you believe it might — from your 
oversight standpoint going forward — might represent would be 
very, very helpful. I am looking forward to that answer the — a 
great deal. 

Let me ask another question. Now, I am one of the non-lawyers 
on this Committee, and my antitrust experience really goes to 
being told by the courts years ago that at a Chrysler dealership if 
Chrysler decided not to let anyone else sell radios there except 
Chrysler radios that it wasn’t an antitrust violation even though 
they had 100 percent control over that franchisee because the rel- 
evant market were all car companies and there were only 10 per- 
cent Chryslers, and less later. 
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I thought that was a rotten decision. It should never have stood; 
it ultimately was one of those where we won on a three-judge panel 
and lost en banc, and denied cert. It was the Town Sound case here 
in one of the eastern circuits. Terrible decision. 

So I have always looked at relevant market barrier to entries to 
try to figure out the other part, the other legs of stools — legs of the 
stool. And one of the questions I am starting to have in the Inter- 
net — and earlier Mr. Chaffetz talked about, he was getting into 
Google and some of these other issues. If we assume for a moment 
that the Internet has no barrier to entry, that just anyone with 
$1,000 and a college kid to write a piece of software can someday 
be a major player on the Internet, then that leg of the stool just 
doesn’t exist, and that means that the test is there is no antitrust. 

On the other hand, when we look at powerful players who, for 
example, have a dominant position and then give away lots of soft- 
ware — and Gmail is highly recognized and some of the services 
Google do, but I am not trying to pick on just them. When are we 
going to either see the courts make decisions that they may or may 
not b^e empowered to make or a direction back to those of us on this 
side saying that we have got to rewrite antitrust law to deal with, 
if you will, market power without a barrier to entry, potentially, 
and yet a tie-in that effectively is anticompetitive? 

And this could be a question for both of you because I view it as 
clearly anticompetitive potentially. I view it as locking — free al- 
ways locks out other innovation, almost always. And yet, right now 
I feel like current law probably doesn’t support your being more ac- 
tivist in those kinds of areas. 

Ms. Varney. Well, I have not sure 

Mr. IssA. Ms. Varney, I was glad to see your head shaking, so 

I 

Ms. Varney. I am not sure that I feel that current law doesn’t 
allow us to prosecute anticompetitive behavior in any industry, in- 
cluding technology. I think I will 

Mr. IssA. So if Google has market power and they are giving 
something away, and therefore their giving away promotes a prod- 
uct in which they have a dominant position while eroding other 
people’s ability to have profit, why wouldn’t that already be the 
subject of your investigations and enforcement? 

Ms. Varney. Again, without commenting on any potential cur- 
rent — 

Mr. IssA. Let’s just say your historic and as of yet revealed 

Ms. Varney. Well, actually that is what I am going to do, is I 
am going to take you back a little. But first I am going to promise 
you that I am going to read your case so that I understand the 
facts of your case. 

But I would also like to take you back to U.S. v. Microsoft. 

Mr. IsSA. By the way, I was not a plaintiff in Town Sound. I was 
the nonpaid chairman of a trade association that supported it. I 
was actually in security, not car radios. But you follow these things 
on behalf of your trade association 

Ms. Varney. Well, I will look forward to discussing that case 
with you after I have read it. 

But in the interim I would direct you to U.S. v. Microsoft, both 
the court of appeals here in D.C. and the trial court opinion, which 
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dealt precisely with the issues that you are talking about — barriers 
to entry, is free predatory pricing, when does lockout occur, what 
is a tipping point, what is a leveraged market, what is an adjacent 
market — all of these questions were dealt with, I think, quite suc- 
cessfully and quite appropriately in the U.S. court of appeals for 
the District of Columbia in U.S. v. Microsoft. 

So I believe at the moment we have the tools we need. If that 
turns out not to be true I will be back to you in a heartbeat telling 
you we don’t have the tools we need. 

Mr. Leibowitz. And I guess just to 

Mr. ISSA. Although in that case they found barriers to entry 
which I think we could make the case that in the cloud you can 
have a zero barrier to entry, potentially — a threshold of a few thou- 
sand dollars to give you 

Ms. Varney. Yes. At the time one of the arguments that many 
were making is that there were no barriers to write new applica- 
tions that browsers could then, indeed, locate. 

Mr. ISSA. Right. But the software was sitting on the product at 
the time delivered in a tie-in with Intel, AMD, and so on. So there 
were a much more conventional set of circumstances of hardware- 
software than we are now seeing in cloud computing. 

Ms. Varney. Well, at the time. Congressman, I was in — as you 
were in your case — I was very involved in this case. I was the at- 
torney for Netscape, which was the company that made the brows- 
er. 

Mr. IsSA. Oh, yes. 

Ms. Varney. And at the time it was not at all clear. It wasn’t 
conventional. This was the operating system and software sitting 
on the operating system I actually came up to the Hill to dem- 
onstrate to some Members of the other body what was the relation- 
ship between the browser and the software 

Mr. IssA. Such a waste of time. You need to come here first. 
[Laughter.] 

Ms. Varney [continuing]. And someone picked up the mouse and 
said, “Is this the browser?” So I think if you go back in time and 
you look at the situation when the government brought the U.S. v. 
Microsoft case it was a very, very new set of circumstances, set of 
industry players, set of industry facts. 

People didn’t understand the relationship between the intellec- 
tual property in the operating system, the construction of the oper- 
ating system, whether or not the browser was integral to the func- 
tioning of the operating system, whether or not the browser could 
be a platform that could replace the operating system — these ques- 
tions were all present in 1997 when we started the U.S. v. Micro- 
soft case, and we managed to work our way through them I think 
to the right conclusion with the tools that we have and continue 
to have to this day. 

Mr. Leibowitz. Yes. I agree with Assistant Attorney General 
Varney, and I think the Microsoft case does encapsulate a lot of the 
elements that you have talked about. 

I do think we have the tools to go ahead and bring cases against 
companies that engage in illegal monopolization. We have a major 
case against Intel now — we are actually in settlement talks, and of 
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course if we can settle to the benefit of consumers and competition 
and the public we will do that. 

But we do have those tools. At the FTC we have an additional 
tool, which is our Section 5 unfair methods of competition authority 
that is this penumbra around the antitrust laws. The remedies are 
weak; we are not using it to break up companies; we are not using 
it to do anything but open the door to competition going forward. 

So I think, as Assistant Attorney General Varney said, we will 
come back to you if we need additional tools, and there certainly 
have been some attempts, as you have alluded to, by the courts to 
circumscribe antitrust in recent years. But I think we will, when 
we do our next oversight hearing in a year or 2 hopefully we will 
have some pretty good cases and some pretty good settlements or 
results. 

Mr. IssA. I appreciate that, Mr. Chairman. I hope that that last 
comment will be stricken from the record — the part about a year 
or 2. I was hoping to see you much sooner. 

Mr. Leibowitz. We will come by and have an offline chat. 

Mr. IsSA. Thank you. 

I yield back. 

Mr. Johnson. Thank you, Mr. Issa. 

We now turn back to Mr. Goodlatte. 

Mr. Goodlatte. Well, thank you, Mr. Chairman. 

The other area I wanted to get into is the one related to the 
chart that Mr. Leibowitz brought with him, and that is related to 
these patent settlement cases that are reviewed by the courts. You, 
or the FTC in general, has expressed concerns about the potential 
anticompetitive nature of some of these settlements, and you have 
indicated an interest in getting enhanced authority to challenge the 
settlements. 

Don’t the courts review the settlements that occur before them 
in other contexts? I mean, what about patent settlements are so 
unique that the Federal courts cannot understand them well 
enough to review them for their competitive impact, particularly if 
you are given, as you are, the authority to express your views as 
a part of the process? 

Mr. Leibowitz. Well, I would say, of course courts can review 
settlements, and they have the opportunity to do that, and I don’t 
dispute that. And in fact, any cases that we have brought — and we 
have brought several; we have two pending now, one in Mr. John- 
son’s 11th Circuit in district court, one in the Third Circuit — they 
are reviewed by the courts and they are ones that we are involved 
in. 

So we want to work with the courts. We think the trend is turn- 
ing around, actually. 

There was a Second Circuit decision in a case involving the drug 
Cipro; Assistant Attorney General Varney filed a terrific brief in it 
and in a very unusual result the three-judge panel questioned the 
previous permissive rule. So I think we are making progress in the 
courts. Just going back to your 

Mr. Goodlatte. Let me just interrupt you there for a second, be- 
cause, you know, I share some of your enthusiasm for these delay 
settlements and wanting to break into them, but here is the point: 
You indicated, “Well, in this case we are making some progress,” 
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but if you were to take a legislative approach that would inter- 
nalize more of this in the FTC you are taking away the element 
of fairness that I think people expect from the Federal courts. 

Now if the courts are lopsided in their review then maybe the 
Congress needs to review the standards by which they judge these 
cases or something like that, but I am not excited about moving 
away from the idea that the independent judiciary will be the final 
arbiter of these cases. 

Mr. Leibowitz. I think that is a great question. And remember, 
the first bill that the House passed as part of health care was what 
we call a bright-line test, what others call a per se ban on these 
deals. 

The legislation that was passed as part the appropriations de- 
fense supplemental to offset, I believe, the teachers’ money, and not 
passed by the Senate I think largely because of the teachers’ 
money, was a presumption. And I think presumption approach 
works for us. 

What it does is this: It says — and I think this is a pretty good 
approach. It is not everything that the commissioners would nec- 
essarily want or the commissioner wants, but I think it solves — 
takes care of the worst abuses. 

It says simply, if a brand pharmaceutical company pays its ge- 
neric competitor and the generic company delays entry then the 
burden of proof is reversed and it is a rebuttable presumption, es- 
sentially. And I think that is a pretty good approach, because re- 
member, the pharmaceutical companies who were in litigation then 
settled have all the information, and if they can show — and I think 
in some cases they probably would — that the money that went for 
settlement didn’t go for the delay then they can do their deal. 

If this legislation is enacted this year, and of course we hope it 
will be, we will be bringing cases in the courts and we will have 
to show the money, the delay, and then there will be a rebuttable 
presumption. So you might be a little more comfortable with this 
compromised version, and that is the version I think, may be en- 
acted this year. 

Mr. Goodlatte. The final financial reform bill did not include 
the provisions that would have expanded the FTC’s authority in 
rulemaking, civil penalties, and aiding and abetting. Do you plan 
to continue to push for such authority? 

Mr. Leibowitz. Well, I would say this: It did not, and reasonable 
people can disagree about our expanded authority. On civil penalty 
authority I would say we bring a lot of fraud cases because the Jus- 
tice Department has other priorities, and in those cases it would 
be very helpful for us to be able to go to the courts and ask to fine 
malefactors. 

Caspar Weinberger, when he was the chairman of the FTC in the 
early 1970’s, supported this, and again, I would be surprised if this 
is going to be a viable matter — this is going to be a viable issue 
going forward this year. 

I think that there is going to be an FTC reauthorization next 
year; your Committee will be involved. Energy and Commerce will 
be involved. And so it will go through regular order, and we will 
have a bit of discussion and I think it is a good idea to have one — 
about the pros and cons of easier FTC rulemaking. 
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Mr. Goodlatte. My understanding is that most of those changes 
were directed at the commission’s consumer protection bureau. 

Mr. Leibowitz. Yes. 

Mr. Goodlatte. Would those changes have affected the commis- 
sion’s competition enforcement procedures and remedies? 

Mr. Leibowitz. The only one that would have had an effect on 
competition would be the provision that would have allowed us to 
immediately go to — and only in rare instances — would be the provi- 
sion that would allow us to go to court and have independent liti- 
gating authority when we ask for civil penalties. 

There are very few instances when we get civil penalties in the 
antitrust context. It is for violations of an order, and right now we 
have to go to the Justice Department, and the Justice Department 
files our case when we need civil penalty authority or when we are 
asking for a fine. 

But it is a much bigger issue on the consumer protection side. 
On the consumer protection side and you were very involved in 
CAN-SPAM legislation and some of the other enhanced authorities 
that we have gotten over the years — we have a sort of Hobson’s 
choice. 

If someone is engaged in spamming or engaged in a do-not-call 
violation we want to go to court immediately to stop the ongoing 
harm, which we can do by ourselves, but then we have to forego 
the civil penalty authority. We just think it is efficient for us to be 
able to do that together, right, so we can both fine the malefactor 
or ask the court to fine the malefactor, and stop the harm. 

Mr. Goodlatte. And is the commission unanimous in these — in 
pushing for these changes? 

Mr. Leibowitz. It depends which change you are talking about. 
I think two of the four proposals 

Mr. Goodlatte. The ones you didn’t get. 

Mr. Leibowitz. Well, we didn’t get any of the four, and I would 
say of the four the independent litigating authority is unanimous, 
the APA rulemaking authority and the civil fining authority has bi- 
partisan supermajority of four to one, and we have a lot of respect 
for Bill Kovacic, the commissioner who was opposed to that. And 
again, reasonable people can disagree, and that is why we are 
happy to have the discussion in Congress about it. 

Mr. Goodlatte. Mr. Chairman, thank you. You have been gen- 
erous with your time, and I thank our witnesses for enlightening 
us today. 

Mr. Johnson. You are very welcome, sir. 

I have no further questions, so I would like to thank all of the 
witnesses for their testimony today. And without objection Mem- 
bers will have 5 legislative days to submit any additional written 
questions, which we will forward to the witnesses and ask that you 
answer as promptly as you can to be made part of the record. With- 
out objection the record will remain open for 5 legislative days for 
the submission of any additional materials. 

I am encouraged by the testimony I have heard today, and I am 
impressed by two truly outstanding individuals who are leading the 
way for antitrust enforcement in this country, and it seems that 
you all have a great working relationship, and I think that that is 
the way the government should operate. 
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Nevertheless, perhaps we have grown too complacent in the face 
of shifting economic theories and deference to regulation. The anti- 
trust laws should be keeping the playing field level for all players 
big and small, not just reinforcing the position of a handful that 
dominate. 

And with that, this hearing of the Subcommittee on Courts and 
Competition Policy is adjourned. 

[^^^ereupon, at 12:06 p.m., the Subcommittee was adjourned.] 
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APPENDIX 


Material Submitted for the Hearing Record 


Questions submitted to 
Christine a. Varney 

Assistant Attorney General, Antitrust Division 
U.S. Department of Justice 

BY 

Representative Lamar Smith 
Ranking Member, Committee on the Jlidiciary 
Ex-Officio Member, Subcommittee on Courts and Competition Policy 


1 . You rcY'oked the Sherman Act Section 2 report when you took over the Antitrust 

Division. Do you intend to issue your own report? How has the revocation of the 
Section 2 report in 2009 changed the Department of Justice’s approach to monopolization 
cases? lias the Division brought a monopolization case during your tenure? Do you 
anticipate doing so? How do tliose numbers compare with the last two years of the 
prerdous Administration? 

Answer: 

The Sherman Act Section 2 Report was withdrawn because it advocated extreme 
hesitancy in the face of potential abuses by monopoly firms and raised unnecessary hurdles 
to government enforcement of the antitrust laws, making it more difficult for the antitrust 
agencies to protect competition. The withdrawal of the Report signals a clear intent to 
follow Supreme Court and lower court precedents developed over decades, from As^en 
Skiing to U.S. v. Microsoft. 


The Antitrust Division brought no monopoluatiou cases during the last years of the 
previous administration, and has not yet brought a monopolization case during my tenure. 
While I cannot comment on ongoing investigations, I can say that we are vigilantly 
evaluating on a case-by-casc basis dominant firm unilateral conduct when we believe there 
may be a potential violation of the Sherman Act, and are prepared bring a Section 2 case if 
warranted by the facts. With regard to issuing a revised Section 2 Report, the Division is 
not at this time proposing any new test to govern all Section 2 cases. Generally speaking, 
however, following Supreme Court precedent and the D.C. Circuit’s decision in United 
States V. Microsoft, the Division will in ever}' case look closely at both the perceived 
procoinpetitive and anticompetitive aspects of a dominant firm’s conduct, weigh these 
factors, and determine whether on balance the net effect of the conduct harms competition 
and consumers. The Division is committed to pursuing enforcement of Section 2 of the 
Sherman Act and will act vigorously against violations as they arise. 


2. The Depaitmcnt lias coiidocted a scries of joint workshops with the Department of 

Agriculture on antitrust issues involving agricultural industries. Do you expect to issue a 
report on antitrust in agriculture following the workshops? If so, when? Do you have 
any interim ideas about what such a report should include? 
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Answer: 

The agricultural sector is among the Department’s highest priorities. The 
Department’s joint workshops with the Department of Agrieulture on competitive issues in 
agriculture industries have presented an opportunity to have an open and honest dialogue 
with farmers, processors, and industry experts about important trends in agricultural 
markets and the dynamics of competition in those markets. The Department embarked on 
these workshops with an open mind and did not prejudge any potential outcomes. The 
workshops have enabled us to become better informed on issues important to producers, 
processors, and other interested parties, and better equipped to do our job of vigorously 
enforcing the antitrust laws in this sector. The workshops’ proceedings are being 
transcribed and, along with submissions and written comments received, placed on the 
public record. In addition, as a result of what we have heard at the workshops, the 
Department has formed a joint task force with USDA to determine how the two agencies 
can better work together to help promote competition in our nation’s agricultural 
marketplaces. After the workshops conclude, the Department will take stock of what we 
have heard and consider how best to further our enforcement and competition advocacy 
efforts in the agricultural sector. 


3. How many new criminal prosecutions have this Antitrust Division brought compared to 
the previous Administration? How do the amount of fines levied and length of jail 
sentences obtained by this Antitrust Division compare wiUi Ihe last two year's of the 
previou-s Administration? What amount of the lines has been collected? 

Answer; 

The following chart indicates, for each year of fiscal years 2007 through 2010, the 
number of criminal eases filed by the Antitrust Division, the total amount of criminal fines 
imposed in Antitrust Division cases in millions of dollars, and the total number of days of 
incarceration imposed in Antitrust Division cases: 



FY2007 

FY2008 

FY2009 

FY2010 

Number Filed 

40 

54 

72 

60 

Fines (millions) 

S 630.7 

$ 696.5 $ 974.3 

$554.8 

Jail Days 

31,391 

14,331 25,396 

26,046 


Fiscal year 2007 runs from October 1, 2006 to September 30, 2007, and so forth. The 
average number of criminal cases filed by the Division per year during the time FY 2001 
through FY 2008 is 40. The average amount of criminal fines imposed in Division cases per 
year from FY 2001 through FY 2008 is $372.7 million. The district court where the fine is 
imposed is responsible for the actual collectiou of the fine payments, and the U.S. 
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Attorney’s Office in that district is responsible for monitoring the collection of fine 
payments. The average total number of days of incarceration imposed in Division cases 
per year from FY 2001 through FY 2008 is 12,029. 


4. With respect to merger enforcement, how many cases has this Administration brought? 

How does that compare to the last two years of the previous Administration? 

Answer: 

Merger enforcement is vital to protecting American consumers and businesses. 
There arc a number of factors that have a bearing on how many cases the agencies bring, 
including the economy and the volume of transactions, the types of transactions companies 
are pursuing, the transparency of the agencies’ merger review process, and other factors 
exogenous to the agencies’ policies and programs. Since our nation’s economy — and 
indeed the global economy — experienced one of the largest downturns in decades, 
transaction volume fell significantly from the last two years of the previous administration. 
Accordingly, we have seen far fewer Hart-Scott-Rodino (HSR) filings, and I believe 
companies have been advised more effectively in the last two years not to pursue 
anticompetitive transactions. The previous administration filed 17 eases to block mergers 
in its last full year, and 8 cases in the year before that, and made anjiouneements of its 
intent to block, leading the parties to abandon or restructure their transactions, 2 in its last 
year, and 4 the year before that. The current administration filed cases to block 4 mergers 
in its first year, and 7 in its second year so far, and parties abandoned or restructured 
transactions, including in response to an announcement to block, 6 in its first year, and 7 
in the current year so far. Compared to the last two years of the previous administration, 
the statistics the Antitrust Division maintains indicate that the percentage of HSR filings 
that received a Second Request increased, and the percentage of HSR filings that face a 
challenge has Increased. For example, in Fiscal Year 2007, the percentage of HSR 
transactions resulting in a Second Request was approximately l.S%, in FY 2008 
approximately 1.2%, in FY 2009 approximately 2.2%, and in FY 2010 approximately 
1.9%. In addition, the average percentage of HSR transactions resulting in a merger 
challenge in Fiscal Years 2009 and 2010 more than doubled compared to the average 
percentage in Fiscal Years 2007 and 2008. 


5. I: is my understanding that the Federal Trade Commission usually brings enforcement 
actions against physicians and hospitals whose pricing behavior violates the 1996 
guidelines. However, in your opening statement, you made reference to a case in Idaho 
in which DOI enjoined a group boycott by a collection of Idaho surgeons. Why did DOJ 
bring that case, as opposed to the FTC? 

Answer; 
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In the health care industry, as in most other industries, the agencies share 
enforcement authority. The 1996 Statements of Antitrust Enforcement Policy in Health 
Care were developed jointly by the Federal Trade Commission and the Department of 
Justice, and both agencies enforce the antitrust laws in various markets in the health care 
industry consistent with the Statements, including through the Department’s Business 
Review letters and the FTC’s advisory opinions, and enforcement actions brought by both 
agencies. For example, in October 2010, the Department filed a lawsuit against Blue Cross 
Blue Shield of Michigan (BCBSM) alleging that its use of most favored nation clauses in its 
contracts with hospitals raise costs for competing health plans, reduce competition for the 
sale of health insurance, and discourage discounts. In addition, the Department 
investigated and, in March 2010, expressed its intent to sue to eujoiu BCBSM’s proposed 
acquisition of Physicians Health Plan of Mid-Michigan from Sparrow Health System, 
which the parties abandoned after the Department’s announcement. Over the years the 
two agencies have developed a process for determining which agency will handle a 
particular matter, generally on the basis of which agency has the most current experience 
in the particular markets involved. This process enables both agencies to make the most 
effective use of enforcement resources and avoids duplicative investigatory requests on 
private parties. The Department sought and obtained clearance to investigate the matter 
involving Idaho orthopedic surgeons’ boycotts of payers under the agencies’ process, and 
filed a lawsuit on May 28, 2010 to stop practices that would have denied medical care to 
patients, and would have forced those patients’ insurers to increase fees for orthopedic 
services. 


6. In his oral testimony. Chairman Leibowitz stated that “Under Christine Varney, the 

Department of Justice position has evolved considerably, and it now agree that pay for 
delay settlements are presumptively anticompetitive.” Do you agree with Chairman 
Leibowitz’s characterization of the Department’s po.sition? If this is the new position of 
the Division, what prompted the change from the previous Administration? 

Answer; 

Over the last few years, the Department has been asked to provide its views on 
specific eases involving pay-for-delay settlements, and more recently has been invited to 
provide guidance on the proper legal standard for analyzing such settlements under the 
antitrust laws. 

In 2007, the Supreme Court invited the Solicitor General to express the views of the 
United States in Joblove v. Barr Labs., Inc. {In re Tamoxifen Citrate Antitrust Litig., 466 F.3d 
187 (2d Cir. 2006) {‘•^Tamoxifen”), with respect to the standard that the Second Circuit 
applied to the settlement agreement in that case. In its brief before the Supreme Court, the 
Department argued that the Second Circuit “applied an insufficiently stringent standard in 
scrutinizing the settlement at issue here,” but also noted that the case before the court did 
not “appear to present an appropriate opportunity for this Court to establish the correct 
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standard for distinguishing legitimate patent settlements.” S. Ct. No. 06-830, Brief for the 
United States as Amicus Curiae, at 8. 

The Department received a request for the views of the Department from Senator 
Jon Kyi on the antitrust issues involved in pay-tor-delay settlements, and in a reply letter, 
dated February 12, 2008, the Department emphasized that “there is a potential tor such 
settlements to be anticompetitive.” Although this letter stated that the Department did not 
believe per se liability under the antitrust laws is the appropriate standard for addressing 
pay-for-delay settlements, the letter did not define the most appropriate legai standard 
beyond noting that “rule of reason analysis is better suited to instances when the economic 
impact of the agreement is less certain.” 

On April 6, 2009, the Court of Appeals for the Second Circuit invited the 
Department to prosnde more guidance on the proper standard for anaiyzing such 
settlements. Specifically, the Court asked the Department to address “whether settlement 
of patent infringement lawsuits violate the federal antitrust laws when a potential generic 
drug manufacturer withdraws its challenge to the patent’s validity, which if successful 
would allow it to market a generic version of a drug, and the brand-name patent holder, in 
return, offers the generic manufacturer suhstantial payments.” In response to this request, 
the Department filed a brief on July 6, 2009, stating that: 

“Private agreements that include reverse payments are properly evaluated under 
the antitrust rule of reason, which takes into account efficiency-related justifications 
as well as anticompetitive potential. The anticompetitive potential of reverse 
payments in the Ilatch-Waxmau context in exchange fur the alleged infringer’s 
agreement not to compete and to eschew any challenge to the patent is sufficiently 
clear that such agreements should be treated as presumptively unlawful under 
Section 1 of the Sherman Act. Defendants may rebut that presumption by 
providing a reasonable explanation of the payment, so that there is no reason to find 
that the settlement does not provide a degree of competition reasonably consistent 
with the parties’ contemporaneous evaluations of their prospects of litigation 
success.” 


7. The Antitrust Modernization Commission recommended that the FTC and DOJ 

“systematically collect and record information regarding the costs and burdens imposed 
on merging parties by the Hart-Scott-Rodino Act process.” What information does DO.T 
already collect regarding the pre-merger clearance process? The Commission 
recommended this as a voluntary procedure, but is it something lhat Congress should be 
requiring of the agencies? 

Answer: 

The Division has devoted significant attention to both reducing the burdens on 
merging parties and streamlining our own merger review practices through the Merger 
Review Process Initiative (details availableatwww.justlce.gov/atr/publlc/220237.htm.) The 
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Department is always open to negotiating the complianee of its doeument requests and 
works with parties to find w ays to produce the information needed while reducing burdens. 

In addition, the Division and the FTC are striving to improve our own HSR Form. 
The Dhision worked closely with the FTC on the proposed changes to the HSR Form, 
which were published for public comment in a Notice of Proposed Rulemaking on August 
13, 2010. The proposed changes are aimed at getting the agencies more useful information 
in our initial review of transactions, while eliminating information requirements for which 
the burden to filing parties plainly exceeds the benefit to the agencies. 

The Department does not systematically collect and record information regarding 
the costs and burdens imposed on merging parties or others by the Hart-Scott-Rodino Act, 
information that is available only to the merging parties and that may itself be burdensome 
to produce or subject to legal privileges. 


S. The .Antitrust Modernization Commission recommended that the “agencies should issue 
‘closing statements,’ when appropriate, to explain llie reasons for talcing no enforcement 
action, in order to enhance public imderstanding of the agencies’ merger enforcement 
policy.” How many closing statements has DOJ issued in the last two years? How does 
tliat number compare to the preceding two years? Docs DOJ plan to issue more closing 
statements in the future? 


Answer; 


The Antitrust Division’s issuance of a closing statement under certain circumstances 
is an important tool for increasing transparency, and I am committed to issuing closing 
statements when appropriate. The Antitrust Division issued two closing statements in 
calendar year 2010, one in 2009, three in 2008, and three in 2007. The Department of 
Justice, on appropriate occasioo may issue a public statement describing the reasons for 
closing an antitrust investigation. In determining whether issuing a closing statement is 
appropriate, the Department considers: whether the antitrust analysis is complex; whether 
best practice recommendations call for increased dissemination of rationales for 
enforcement and non-enforcement; whether public dissemination of enforcement and non- 
enforcement rationales benefit businesses attempting to comply with complex antitrust 
standards and consumers through a better understanding of the antitrust laws; and, 
whether transparency of antitrust analysis helps international enforcers understand U.S. 
standards for antitrust enforcement, encourages international convergence on enforcement 
standards, and serves to prevent noncompetition issues from inappropriately influcuciug 
antitrust enforcement. 

The Department will only consider issuing a statement if the investigation has 
previously been publicly confirmed by the Department. The Department also considers 
whether the matter has received substantial publicity and interest from the public. 
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Guidance on the Antitrust Division’s policj' regarding ciosing statements is available at 
IV h’ It', tisdoi, eo v/atr/o ublk/eti iilelines/201 SSS.htm. 


9. The Antilrusl Modernization Commission recommended that the “Federal Trade 

Commission and the Antitrust Division of the Department of Justice should increase their 
use of retrospective studies of merger enforcement decisions to assist in determining the 
efficacy of merger policy.” How many retrospective studies has DOJ conducted in die 
last two years? How does that number compare to the preceding two years? Does DO.T 
plan to conduct more retrospective studies in the future? If so, do you require greater 
resources from Congress for this task? 


Answer; 

file Department has not conducted any formal retrospective studies of previous 
merger enforcement decisions. As au iuitial matter, the Department docs not have 
statutory authority to request information for purposes other than investigating potential 
violations of the antitrust laws. We believe our resources are best utilized in pursuing 
violations of the law. At the same time, however, the Department informally reviews 
market developments and past antitrust actions on an ongoing basis so that we understand 
the competitive dynamics in particular markets and to ensure that antitrust enforcement is 
having the desired impact on the marketplace. Also, when undertaking a new investigation 
or enforcement action in the same market or a related market as previous matters, the 
Department has an opportunity to assess competitive conditions as they developed 
subsequent to previous transactions. Furthermore, Department staff keeps up to date on 
market trends and monitors conditions that would be relevant to our enforcement efforts. 


10. The Antitrust Modernization Commission observed that “Statotory immunities from the 
antitrast laws should be disfavored.” Does the Antitrust Division agree that Congress, in 
general, should refrain from granting new antitrust cfxemptions? 

Answer: 

The Division believes that vigorous enforcement of the nation’s antitrust laws is the 
most effective aud best way to protect competition in our markets. Increased competition 
leads to lower prices and better products for American consumers. New statutory 
immunities from the antitrust laws have the potential to seriously undermine competition 
and harm consumers in affected markets. The Division therefore believes that Congress 
should be extremely cautions when considering new statutory immunities from the 
antitrust laws. In the vast majority of cases, competition and consumers are best served by 
continued application of the antitrust laws, including in the context of industry-specific 
regulation. 
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1 1 . What does the Antitrust Division do to provide assistance to foreign countries, like 
China, that are forming their own antitrust laws? The Antitrust Modernization 
Conunission recommended that Congress authorize and appropriate monies directly to 
DOJ and the FTC for international bi-lateral antitrust technical assistance. Does the 
Antitrust Ditdsion want specific Congressional authorization for this activity? How 
would you use such an authorization? 

Answer; 

The Division is engaging actively with new antitrust regimes, including China and 
India. For example, over the past year, the Division, often jointly with the FTC, has had 
exchanges with the Chinese antitrust agencies on their proposed regulations and guidelines, 
arranged a training program for 80 Chinese judges, and participated as instructors in 
workshops on merger enforcement, cartels, and other topics. 

In addition, last fall, the Division and FTC published a joint report on technical 
assistance following its successful public workshop on the issue in 2008, which is available 
at www.justice.gov/atr/public/reports/250908.hlm. Among other things, the report concluded 
that the time spent with emerging antitrust authorities paves the way for continued 
cooperation after the formal technical assistance program has ended and that efl’ective 
technical assistance efforts cannot be “one-off’ teaching efforts or ad hoc cooperation — 
they must be part of a Inng-term relationship. To provide a greater level of strategic focus 
and direction for our technical cooperation efforts, the D0.1 and FTC called for the 
development of memoranda of understanding (MOUs) with certain of our foreign antitrust 
partners as a means of framing the nature and extent of that cooperation. In November 
2009, the Division and the FTC entered into such an MOU with the Russian Federal Anti- 
Monopoly Service. Pursuant to this arrangement, the Division and the FTC, just 
completed a successful trainiug program forjudges in Moscow, and the MOU should serve 
as a springboard for future collaborative efforts. 

The Department is not seeking any additional authorization for international 
technical assistance activities at this time. Most of the Department’s antitrust technical 
assistance has been funded by USAID. For over fifteen years, the Antitrust Division and 
the FTC have enjoyed a close, cooperative relationship with USAID that recognizes the 
value of training in the area of competition policy. The Department has also been able to 
provide technical assistance as a result of funding from the Trade Development Agency, the 
Department of Commerce’s Commercial l.aw Development Program, and the State 
Department. The Department has also used small amounts of its own funds in special 
situations, such as for providing technical assistance in countries without an active USAID 
program. 
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12, Are there any areas of procedural harmonization between the United States and other 

countries that you arc be pursuing? For example, is it possible to harmonize the merger 

clearance forms that various jun'sdictions use? Would this require any action by 

Congress? 

Answer: 

Enhancing procedural fairness and transparency' is and will remain an important 
priority of mine. As I have stated, it is of no benefit for parties to be surprised by the scope 
of an agency’s concerns and therefore unable to engage in a meaningful dialogue in 
response. Given the impoi-tance of this issue, last fall I called for a global dialogue on 
procedural fairness issues. Since that time, 1 have had the privilege, as the chair of one of 
OECD’s working parties, to have led tw'o international roundtable discussions on 
procedural fairness and transparency issues. These issues were also a focal point of 
discussion at last February’s APEC meeting of competition experts. I am pleased at the 
number of competition agencies that broadly agree on the importance of increased 
transparency and that are reviewing their own practices in this regard, in addition, the 
ICN’s Merger Working Group'.s Notification and Procedures Subgroup has done excellent 
work in developing a set of Recommended Practices for Merger Notification and Review 
Procedures and continues to work toward promoting conformity with these best practices. 
These efforts promote a harmonization around a set of best practices. 

The Antitrust Division, along with the FTC, has over the years explored the 
practical issues involved in harmonizing premerger forms, also worldng with some other 
jurisdictions and attorneys who often work on mergers that require premerger notification 
to be filed in multiple jurisdictions. These discussions and our own analysis thus far have 
led us to conclude that a common international premerger form likely would yield limited 
benefits. First, we found little actual incidence of duplicative information in jurisdictions 
because much of the information sought is country-specific. For example, the U.S. agencies 
seek product, revenue and overlap information for operations conducted only within the 
United States. Also, there are a number of practical differences that would make 
harmonization difficult. Because a jurisdiction that has found its form to be efficient and 
effective would understandably be reluctant to change the information that it requires, 
harmonization efforts would more likely lead to jurisdictions retaining their current 
information requirements while requiring additional information that other jurisdictions 
require. Thus, combining iuformaliou requirements across jurisdictions would not likely 
streamline the review process. 

In addition to the Division’s efforts within the ICN, the Division and the FTC are 
striving to improve our own HSR Form. The Division worked closely with the FTC on the 
proposed changes to the HSR Form, which were recently published for public comment in 
a Notice of Proposed Rulemaking. The proposed changes are aimed at getting the agencies 
more useful information in our initial review of transactions, while eliminating information 
requirements for which the burden to filing parties plainly exceeds the benefit to the 
agencies. 
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13. To what extent do the Department of Justice and the Federal Trade Commission 

coordinate their responses when speaking to foreign competition authorifiesV Do you 
make clTorts to speak as one voice? Do you coordinate with other entities in dte federal 
government that have responsibility for dealing with foreign governments, such as the 
Department of State, Department of Treasury, Department of Commerce, and the U.S. 
Trade Representative? If not, why not? 

Answer; 

It is important that the United Slates speak with one voice on international antitrust 
matters. The Department of Justice and the FTC make every effort to coordinate their 
international efforts. For example, the agencies submit joint papers on substantive 
enforcement and policy issues to multilateral organizations, such as OECD and ICN. 
Similarly, the agencies closely coordinate when commenting on non-U.S. agencies’ draft 
competition laws, regulations, guidelines, or policies. In addition, and as noted above, the 
Department’s technical assistance efforts arc often done jointly with the FTC. Moreover, 
the Department of Justice, as part of the Executive Branch, coordinates with other agencies 
of the U.S. government, such as the Department of State, the Office of the United States 
Trade Representative, and the Department of Commerce, as appropriate, to ensure that 
the Administration speaks with one voice. For example, much of the recent technical 
assistance that the Department of Jnstice and the FTC have provided to China has been 
part of a project fuuded by the U.S. Trade Development Agency, and in close coordluatioii 
with USTR, Commerce, and State. .4.dditionally, the Department participates in the 
Administration’s initiatives in China, including the U.S.-China Strategic and Economic 
Dialogue and the Investment Forum, which are led by State and/or Treasury. 


14. 'i'he new heallh care law encourages the creation of Accountable Care Organizations that 
allow groups of doctors, hospitals, other specialists to work out more efficient ways of 
providing care to patients. What role will the Antitrust Division hav'e in providing 
guidance to these ACOs on what types of coordinalion are lawful? 

Answer: 

Antitrust has — and will continue to have — an essential role to play in health care. If 
health care reform is to harness the power of competitive markets to produce more and 
more efficient systems, then we must be up to the challenge of ensuring that our health care 
markets are as competitive as possible. The Affordable Care Act’s development of 
Accountable Care Organizations (ACOs) is a good example of how providers might work 
together to deliver more efficient, high-quality care without inhibiting competition, so long 
as their collaborations are properly constructed. For example, the ACO encourages 
competing physicians and other providers to coordinate care for a defined population 
through redesigning care protocols, utilizing health IT, investing in infrastructure, and 
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meeting quality targets. If the ACO meets quality-of-care and cost targets established by 
the Department of Health and Human Services (IIIIS), it can receive a percentage of the 
savings achieved through incentive payments. Properly construeted, ACOs have the 
potential to improve health eare delivery and drive down costs, t hus, as reform moves 
forward, the Justice Department is working closely with HHS and providers to ensure that 
providers pursue beneficial integrated ACOs that do not violate the antitrust laws. 

Notably, the Department’s .Antitrust Division has detailed to HHS an attorney with 
extensive expertise in health care markets to work closely with that agency as it implemeuts 
the .\ffordable Care Act and develops various integrated health care delivery models to 
improve quality' and reduce the costs of health care. 

The Department is working closely with the FTC, HHS and the Centers for 
Medicare and Medicaid Services, and other government agencies to see if there are 
additional, or better, ways to reach out to clinical-integration stakeholders and convey the 
important message that antitrust is not an impediment to legitimate clinical integration and 
should not be a concern to those contemplating such efforts. We are also looking to see if 
we can improve, streamline, and make more transparent our review of integrated provider 
networks so that new integrated delivery models that will improve quality and reduce costs 
can be formed. In addition, the Department is paying close attention to ongoing changes in 
the health care industry, and will carefully consider whether such changes provide 
opportunities for effective competition advocacy and for collaborative business practices 
that increase efficiency and benefit customers. As the health care reform process moves 
forward, the Department will listen carefully to the questions, concerns, and requests of the 
provider communities as they consider potential new business models, and will consider 
suggestions from interested parties about the best means for working with provider 
communities, health care payers, and others to achieve the goals of health care reform. 


15. The health care landscape has changed dramatically since 1996 when DOJ and the FTC 
issued their health care guidelines. AATiy have those guidelines not been revised shice 
then? Do you anticipate revising them shortly? 

Answer; 

The Department recognizes that the health care industry has changed substantially 
since 1 996. In addition to what I mentioned in the response to the last question, the 
Department has been following these changes and will carefully follow emerging 
developments in the health care industry under the Affordable Care Act. In light of these 
developments, both past and prospective, the Antitrust Division is working with the FTC to 
consider what additional guidance may be helpful. The Department and the FTC are 
working collaboratively to get a better understanding of the types of integrated delivery 
models that providers are contemplating, any potential antitrust concerns they might have, 
and how to best provide them with the guidance they need. Central to this, it is important 
that health care providers and other stakeholders in the health care industry understand 
that antitrust is not an impediment to the formation of innovative delivery systems that will 
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improve the quality and reduce the cost of health care for Americans. In this regard, we 
will consider how we can improve, streamline, and make more transparent our review of 
integrated provider nehvorks so that providers have user-friendly guidance for forming 
snch networks in accordance with rigorons competition principles. 


1 6. What happens when a customer calls the DOJ to complain about a particular merger that 

is actually being reviewed by the FTC? Is there a system in place to ensure that customer 
complaints get to the correct reviewing ageney? 

Answer; 

The .\ntitrust Division has procedures in place to ensure that customer complaints 
are considered by the appropriate agency. For consumer complaints or concerns that deal 
with matters for which one of the agencies has sought and received clearance, complainants 
are referred to the investigating agency. For complaints or concerns dealing with matters 
not under investigation, the Division will refer the consumer to the Federal Trade 
Commission when it is reasonably certain the FTC would have the most current experience 
in the particular markets involved. 


17. The comment period for the Horizontal Mergers Guidelines closed in early June. Do you 
have a date that you believe the revisions will be finalized and w'hat was the general 
feedback you received? 

Answer; 

The Department and the FTC issued their revised Horizontal Merger Guidelines on 
August 19, 2010. The antitrust agencies endeavored to make this revision process as open 
and transparent as possible. At the outset of the process, the agencies called for and 
received public comments on whether and how to revise the Guidelines. The agencies then 
held a series of public workshops around the country to discuss potential revisions. Once 
the agencies developed a draft of the new guidelines, they submitted that draft for public 
comment. The agencies received a number of public comments on this draft, which they 
took into account in producing the final revised Guidelines. The 2010 Guidelines are up-to- 
date and transparent and accurately reflect current agency merger review practice. They 
should prove to be a valuable tool for the business community, lawyers, and courts, by 
increasing the likelihood of accurate and consistent outcomes in merger analysis and 
challenges. 


1 S. With respect to merger cle;traiice: 

a. the chart that was presented to the Committee showed that in FY 2009, there were 
716 Ilait-Scott-Rodino (HSR) reportable mergers. Of tliosc 716, one or both 
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agencies requested clearance 92 times. However, on the chart, it only shows that 
8 of Ihe clearance disputes were resolved. What happened in the other 84 eases? 

b. A footnote in the clearance data you provided the Committee mentions that the 
data docs not reflect times when the parties pulled and refiled tlieir HSR form. 

Do you have any numbers that reflect the number of times that the parties pulled 
and refiled in order to avoid a clearance fight? 


Answer.s: 

a. The column in the chart referring to “Clearance Resolution” was intended to 
indicate resolutions of overlapping clearance requests. The vast majoritj' of 
requests for clearance are sought by only one agency and granted by the other. 
The chart indicates that one or both agencies requested clearance 92 times, fu 
84 of these matters, only one agency requested clearance, so clearance was not in 
issue. Both agencies sought clearance in the remaining 8, leading to a clearance 
discussion. As the chart indicates, relatively few overlapping clearance requests 
go past seven days into the 30-day period, 

b. In our experience, parties pull and refile in order to give the investigating agency 
additional time to resolve competitive issues arising from the transaction, after 
one agency has received clearance. I am not aware of a matter in which the 
parties pulled and refilled to avoid a clearance fight. 
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Questions for the Record for Chairman Jon Leibowitz 
Subcommittee on Courts and Competition Policy 
Oversight Hearing on the Federal Trade Commission’s Bureau of Competition and 
the U.S. Department of Justice’s Antitrust Division 
Tuesday, July 27, 2010 


1. Do you expect the Federal Trade Commission (FTC or Commission) to offer 
any formal guidance on the limits of Section 5 of the Federal Trade 
Commission Act in the near future? Given that almost two years have 
passed since the last workshop, do you anticipate soliciting more public 
feedback before making a public pronouncement on the bounds of Section 5? 

The Commission does not have jurisdiction to directly enforce the Sherman Act. 
Thus, the Commission challenges conduct that would violate the Sherman Act through its 
jurisdiction under Section 5 of the FTC Act to challenge “unfair methods of 
competition.” In addition, the Supreme Court has confirmed that Section 5 authorizes the 
Commission “to define and proscribe an unfair competitive practice, even though the 
practice does not infi:inge either the letter or the spirit of the antitrust laws.”' Thus, the 
Commission may challenge anticompetitive conduct that does not violate the Sherman 
Act under its “Section 5 stand-alone authority.” 

As you note, the Commission held a workshop in 2008 on Section 5 stand-alone 
authority in competition matters. That workshop generated an in-depth and wide-ranging 
record, so 1 do not foresee a need to solicit more public input at this time. Indeed, this 
year, the Commission plans to issue a report on the use of its Section 5 stand-alone 
authority in competition cases, and that report will provide additional guidance to 
companies seeking to conform their conduct to tire law. Of course, guidance is available 
now, through Commission statements in connection with its consent orders reached under 
its Section 5 stand-alone competition authority'. 

The Commission has brought several ca.se.s under Section 5 in recent years against 
conduct that would not have violated the Sherman Act. For example, over the past 
twenty years the Commission has investigated at least seven situations in which one firm 
invited a competitor to join it in an illegal price-fixing agreement. These “invitations to 
collude” did not technically violate the Sherman Act, because the Sherman Act does not 
prohibit unsuccessful attempts to collude. 

The Commission also has used this authority in high-tech industries in cases such 
as N-Data and Intel. These settlements provide further guidance on the application of 


' FTC V. Sperry & Hutchinson Co., 405 U.S. 233, 239 (1972). 
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Section 5.^ The proposed consent order with Intel, which was available for public 
comment until September 7, 2010, is accompanied by an Analysis to Aid Public 
Comment.^ The Analysis further explains the Commission’s view of the application of 
Section 5 to Intel’s conduct. 

2. How many consummated mergers has the FTC challenged in the last two 
years? How does this number compare to the previous two years? Is the 
FTC challenging more of these consummated mergers than before? If so, 
why? What criteria does the FTC use in deciding when to challenge already 
consummated mergers? Do your challenges of these already consummated 
mergers mean that the Commission feels that the Hart-Scott-Rodino process 
needs to be modified in some way? 

In fiscal years 2009 and 2010 to date, out of a total of 38 merger enforcement 
actions, the Commission challenged eight consuirunated mergers.'' In the two prior years, 
fiscal years 2007 and 2008, the Commission challenged two consummated mergers out of 
a total of 43 merger enforcement actions. 

Whatever tlie number of challenges to consummated mergers in any given year, 
our approach to such deals is the same: we are always on the lookout for mergers that 
substantially lessen competition and harm consumers. 

Consummated deals come to our attention in a number of ways; in fact, many 
investigations of consummated mergers begin with complaints ftom customers about 
price increases they believe arc attributable to a recent merger. The Commission takes 
such complaints from the public seriously, even when the deal is relatively small, because 
widespread harm can occur as a result of even a relatively small deal. For instance in a 
recent enforcement action challenging The Dun & Bradstreet Corporation’s February 
2009 acquisition of Quality Education Data (QED), the Commission alleged that the deal 
hurt consumers by eliminating nearly all competition in the market for kindergarten 
through twelfth-grade educational marketing databases. At the lime, Richard Feinstein, 
Director of die FTC’s Bureau of Competition, noted that “despite its relatively low dollar 
value, this transaction dramatically decreased competition in the marketplace. When Dun 
& Bradstreet acquired QED, it bought its closest competitor and created a monopoly. 


2 

FTC Challenges Fatent Holder 's Refusal to Meet Commitment to License Patents Covering 'Ethernet 
Standard Used in Virtually All Personal Computers in U.S., news release dated January 26, 2008 and 
related documents and associated statements of the Commission, available at 

http://ww^^itc.Eov/opa?'2008/0]/cthcnict.shtm : FTC Settles Charges of Anticompetitive Conduct Against 
Intel, news release dated August 4, 201 0, and related documents, available at 
hUp://ww\v.rtc.gov/opaj''2D10/08/inlel4!ahtm . 

^ Analysis of Proposed Consent Order to Aid Public Comment, In the Matter of Intel Corporation, Docket 
No. 9341, available at http:.//www.ti:c.siov/os/adjpro/d9341/100804intclanaLpdf . 

^ For a brief description of all merger enforcement actions since 1995, consult our Competition 
Enforcement database available at http;//www.ftc.gov/bc/caselist/merger/total/expanded/total.pdf 4 
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That’s going to get the FTC’s attention eveiy time.” On September 10, 2010, the 
Commission announced a settlement of its charges that requires Dun & Bradstreet to 
divest an updated K-12 database, the QED name, and certain associated intellectual 
property to restore the competition lost due to the merger.^ 

Of course, the agency continues its active program to identify all mergers - 
proposed and consummated - that are likely to substantially lessen competition and harm 
con.sumers. As you know, for this important task, the antitrust agencies rely primarily on 
premerger notification filings under the Hart-Scott-Rodino (HSR) Act. Premerger 
review, coupled with the filing of an action seeking a preliminaiy injunction in federal 
court in appropriate cases, prevents harm before it occurs and helps fulfill the mandate of 
the Clayton Act. 

I believe that the current system strikes the right balance between requiring 
premerger filing for deals that are likely to raise competitive issues while avoiding 
unnecessaiy filing burdens on investors, who must file and then wait before completing a 
transaction if a filing is required. However, the Commission does believe that some 
minor changes in the specific information required may be useful. Under the current 
regulations, the agencies do not request additional information beyond the HSR Form in 
95 percent of cases, but we’d like to continue to refine the process to balance our need for 
relevant information against the burden on those required to file an HSR notice. 

Recently, the FTC proposed changes to the prenierger notification form* to make it easier 
for parties to prepare the filing while focusing on those categories of information the 
Agencies consider necessary for their initial review. The Commission will receive public 
comments on the proposed rule changes through October 18, 2010.’ 

3. As you are well aware, the FTC has gotten some unflattering press recently 

regarding the Issuance of a subpoena to the CEO of Watson 

Pharmaceuticals. 

a. What actuaily happened in this case? I understand from press reports 
that you have asked a former Commission staff member to conduct an 
internal Inquiry. Can you share the resuits of that inquiry with the 
Committee? 

b. Based on the FTC’s response to the interrogatories, it appears that FTC 
staff was trying to inquire about the existence of any restraints on 
Watson’s ability to give up its exclusivity with respect to a iine of drugs. 
According to staff affidavits, it appears that FTC asked a series of 


’ Dun & Rrad^tneet Settles FTC Charge.? thal 2009 Acquisition wrti' AnUcompetUive, news release dated 
September 10, 2010, available at http:.Vftc.Eov/oDa/201 0/09/mdr.5htm . 

^ Commission Proposes Changes to Improve Premerger Notijlcation Form, news release dated August 13, 
2010, available at httn :.'/wwtv. ftc. gov/cma/20 1 0/08/hsrcari lion. shtm . 

’ Federal Register Notice available at httc://www.ftc. gov/os.^20UVOii.i]00SI2h5rlrn.pdf . 
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“hypothetical” questions to determine whether Watson was willing to 
reiinquish that exciusivity. Was this the only way to obtain that 
information? 

c. Based on FTC staff affidavits, it appears that the FTC followed up with 
both Watson and the third party generic firm to see whether those 
negotiations bore fruit and were informed that they did not. Was the 
only reasonable assumption, based on those facts, that Watson had some 
sort of agreement not to relinquish its exclusivity? Might Watson have 
had other, legitimate, business reasons not to go through with a deal with 
Apotex? 

d. In light of the way that this case proceeded, would you recommend to 
staff that they proceed with such hypothetical questions in the future? 

On July 22, 2010, the Commission filed papers with the court in support of its 
petition to enforce a subpoena issued to Paul M. Bisaro, CEO of Watson 
Pharmaceuticals. Our filings, which are attached for your convenience, fully explain our 
view of what happened in this case and directly refiite the baseless claims made by Mr. 
Bisaro. I requested an internal review by an attorney in the Bureau of Competition, and 
his inquiry, consistent with our filings, found no misconduct. Recently, as you may be 
aware, the Magistrate, after reviewing the complete record, found that Mr. Bisaro had 
failed to prove his allegation of “improper purpose” by the Commission. Tlie magistrate 
has granted our motion to require Mr. Bisaro to obey the subpoena and testify' under oath, 
and Mr. Bisaro has now appealed that decision. 

The Commission’s subpoena seeking Mr. Bisaro’s testimony has an entirely 
proper purpose: to determine whether an agreement betw'een Watson and Ccphalon has 
prevented Watson from relinquishing certain regulatory exclusivity rights. Such an 
agreement likely would be a per se antitmst violation and have enormous negative effects 
on consumers. It is possible that there are other reasons for Watson’s decision to not 
relinquish whatever regulatory exclusivity rights it may have; unfortunately, the 
Commission has not been able to obtain a satisfeetory explanation from Watson - w'hich 
is one of the reasons that we are utilizing our investigatory authority and asking the Court 
to require Mr. Bisaro to testify on the record. The use of hypotlietical questions is one of 
many standard investigative techniques and can be useful in certain circumstances. 
Accordingly, we will continue to use that technique as appropriate. 

4. With respect to merger enforcement: 

a. Docs the FTC have the ability to bring a combined preliminary 

injunction and merits ease in federal district court under Section 7 of the 
Clayton Act like Department of Justice (DOJ) does? If so, has it ever 
used this approach? 
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b. In an administrative proceeding, how many times has the administrative 
law judge ruled against FTC staff in a merger case? On appeal, how 
many times have the five Commissioners ruled against FTC staff? 

The FTC is permitted, in a proper case, to seek botli preliminary and permanent 
injunctive relief in federal district court. Tire Commission has not utilized this approach 
in the past, because such a strategy would ignore the structure that Congress created to 
review mergers initially at the Commission, and would limit the unique value that the 
Commission can bring to its cases— its expertise and specialized experience in evaluating 
competition matters. Accordingly, the preferred approach of the agency has been to seek 
a preliminary injunction in federal court followed by an administrative proceeding on the 
merits. In administrative adjudication, the Commission has the opportunity to apply its 
expertise to consider the specific case before it and, as such cases accumulate over time, 
develop the law. (All of the Commission’ s decisions, of course, arc subject to judicial 
review in the appellate courts). 

An administrative law judge and^'or the Commission has on occasion mled against 
agency complaint counsel and dismissed a complaint. Specifically, over the past twenty- 
five years, out of 47 administrative merger complaints, the ALJ found no violation in five 
cases,® and the Commission found no violation in six cases.® 

5. One of the justifleations that you set forth for the different procedural rules 
that the FTC uses is that Congress set up the agency to be an expert on 
antitrust matters. Presumably, this expertise would include not just 
Commission staff, but also the Administrative Law Judges (ALJs) that hear 
Commission cases. How many ALJs does the FTC have to hear competition 
cases? Is this number sufficient for your purposes? What were the antitrust 
backgrounds of the ALJs prior to their employment by the FTC? 

Currently, the agency has one administrative law judge who handles all of the 
agency’s administrative litigation. One ALJ is sufficient for the current litigation 
workload. This ALJ had some antitrust experience when appointed and has developed 
additional expertise over the course of his tenure with the agency. Of course, the primary 
expert on the antitrust laws is the Commission itself. Each Commissioner focuses during 
his or her entire seven-year term on antitrust law and policy (along with consumer 


’ B.F. Goodrich, Docket No. 9159 (Sept. 20, 1985), rei' 'rf 1 1 0 F.T.C. 207 (1988); MidCoii Corp., Docket 
No. 9198 (Feb. 2, 1987), affd,\ 12 F.T.C. 93 ( July IS, 1989); Adventist Health SystemAVest, Docket No. 
9234 (Aug. 2, 1990), ajf'd, 1 17 F.T.C. 224 (April 1, 1994); Coca-Cola Bottling Co. of the Southwest, 
Docket No. 9215 (June 14, 1991), rev '4, 1 18 F.T.C. 452 (Aug. 31, 1994), vacated and remanded on other 
grounds^ 85 F.3d 1139 (5th Cir. 1996) (Comm ’n dismissed complaint. Sept. 6, 1996); Textron, Inc,, Docket 
No. 9226 (Oct. 4, 1 991), setlled by consent order, 1 17 F.T.C. 597 (May 6, 1 994). 

* Weyerhauser Co., 106F,T,C, l72(Sept.26, 1985); Echlin Manufacturing Co,, 105F.T.C, 10(June28, 
1985); MidCon Corp., 112 F.T.C, 93 (July 18, 1989); Adventist Health SystemAVest, 1 17 F.T.C. 224 (Apr, 
1, 1994); Owens-Illinois Inc., 1 15 F.T.C. 179 (Feb. 26, 1992); R.R. Donnelley & Sons Co., 120 F.T.C. 36 
(July 21, 1995), 
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protection law and policy); many of the Commissioners had substantial experience, 
sophistication and expertise regarding antitrust law, economics, and policy before serving 
on the Commission. 

As the Committee knows, the very substantial body of existing antitrust law and 
the important role of complicated economic evidence combine to make antitrust 
adjudications a particularly challenging process. The difficulties are such that a person 
familiar with the law and experienced in handling the type of economic evidence offered 
in antitrust trials would be best suited for the role of ALT for the Commission. Not every 
ATJ or aspirant to an ALJ appointment has such experience, and the current process for 
appointments specifically excludes such experience as a factor when considering 
applicants for the position. The Commission has recently supported a proposal that 
would allow consideration of such experience when hiring ALJs.'*' I believe that hatdng 
ALJs wdth this kind of experience would help the FTC fulfill its role as a specialized, 
expert agency. 

6. Another method for achieving greater expertise would be to set up specialty' 
antitrust courts in the federal judiciary. This way, both DOJ and the FTC 
could bring their cases before judges that were steeped in antitrust law and 
economics. This would also eliminate the procedural and substantive 
differences that have arisen between the two agencies. Would the FTC be 
supportive of such specialty courts? If not, why not? 

The Commission has not taken a position on the development of specialty courts 
that would handle the adjudication of antitrust lawsuits. It is a very interesting idea, bul, 
at present I am not ready to support it, In fact, the FTC was created to be just such an 
expert body for competition law. Congress enacted Section 5 and gave its enforcement to 
the Commission, a body of competition experts with sufficient knowledge of antitrust law 
and competition policy to respond effectively to developments in economics and law and 
adjust to the changing realities of the market. Drawing on the foundation of policy 
studies, active ongoing economic research, and public workshops, the agency, with its 
exceptionally talented and experienced lawyers and economists, brings an expertise to its 
Part 3 proceedings that even a specialized antitrust court would stmggle to match, 

7. The Antitrust Modernization Commission recommended that the FTC and 
DOJ “systematically collect and record information regarding the costs and 
burdens imposed on merging parties by the Hart-Scott-Rodino Act process.” 
What information does the FTC already collect regarding the pre-merger 
clearance process? The Commission recommended this as a voluntary 
procedure, but is it something that Congress should be requiring of the 
agencies? 


Prepared Statement of the Federal Trade Commission on Federal Trade Commission Reauthorization, 
before the Committee on Commerce, Science, and Transportation, United States Senate, 1 1 0th Cong., April 
S, 200S, available at litt!>:/Avww.ftc.gov/QS.destimQnv/P034l01reauth.ndf . 
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Wlien a HSR merger investigation concludes with an enforcement action, the 
Bureau of Competition collects a variety of data, such as the number of custodians, the 
volume and type of documents produced, and the size of any electronic productions. The 
Commission does not maintain or request information on the costs associated with the 
production incurred by the parties. Requiring such data would impose additional after- 
the-fact costs on the filing parties. 

In 2006, during the pendency of die Antitrust Modernization Cormnission, former 
Chairman Deborah Majoras armounced reforms to the merger review process that were 
intended to reduce the costs and burdens associated with the search for and production of 
data and documents responsive to a Second Request,” These reforms have already been 
implemented in merger investigations to reduce the burden on the parties while meeting 
the Commission’s investigative needs. The Commission continues to look for ways to 
more quickly identify and obtain responsive data and documents, but I believe that any 
process reforms are best developed internally because any reforms must be sufficiently 
flexible to support a wide variety of merger reviews across a wide range of industries. 

The Commission can implement such flexible revisions readily through changes to our 
internal procedures without the need for legislative changes. 

We have heard few, if any, complaints about HSR in recent years. 

8. The Antitrust Modernization Commission recommended that the “agencies 
shouid issue ‘closing statements,’ when appropriate, to explain the reasons 
for taking no enforcement action, in order to enhance public understanding 
of the agencies’ merger enforcement policy.” How many closing statements 
has the Commission issued in the last two years? How does that number 
compare to the preceding two years? Does the FTC plan to issue more 
ciosing statements in the future? 

We agree that closing statements can be very useful tools for understanding 
agency decisions. In fiscal years 2009 to 2010 to date, the Commission issued a closing 
statement to explain its reasons for ending its investigation of Google’s acquisition of 
AdMob,’^ and an additional statement explaining its reasoning for not requiring 
additional relief in certain markets in the settlement of its investigation into Pfizer Inc.’s 
acquisition of Wyeth.'^ In December 2009, Richard Feinstein, Director of the Bureau of 
Competition, also issued a statement w'hen closing a hospital merger investigation.'"* In 

Available at htlt):.'Vftc.gov/os/2006.>'02/mergerrevieworocess.pdf . 

Statement of the Federal Trade Commission Concerning Google/AdMob, FTC File No. 10I-0031(May 
21, 2010), available at httB://www.ftc.gov/os/clo5ines/l 00521 google-admobstmt.ndf . 

’’ Statement of the Federal Trade Commission Concerning PfizerAVyetli, File No. 091-0053 (October 14, 
2009) available af http:/,\vww.ltc.gqv/os.tcaselisty09iq053/09ipi4pw),'ethstiTit,p_df. 

” Statement of Bureau of Competition Director Richard Feinstein on the FTC’s Closure of its Investigation 
of Consummated Hospital Merger in Temple, Texas, FTC File No. 091-0084 (December 23, 2009), 
available at http ://www. ftc. gov/ os/closin es/09 1223 scottwhitestmt .pdf . 
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the prior two years, fiscal years 2007 and 2008, the Commission issued two closing 
statements. 

While the Commission does not issue statements when closing every competition 
investigation, it will continue to do so in appropriate circumstances to inform the public 
of our approach to particular competitive situation or to provide information about some 
of the factors that influenced our decision not to bring an enforcement action. Such 
statements can be particularly useful in dynamic, fast-paced markets, such as those 
involved in the two Google investigations. Closing statements also may be appropriate to 
help clarify the analysis of atypical situations; for example, the Commission issued a 
statement to discuss application of the failing firm defense, which was an important 
factor in the Temple, Texas hospital merger investigation. 

9. The Antitrust Modernization Commission recommended that the “Federal 
Trade Commission and the Antitrust Division of the Department of Justice 
should increase their use of retrospective studies of merger enforcement 
decisions to assist in determining the efficacy of merger policy.” How many 
retrospective studies has the Commission conducted in the last two years? 
How does that number compare to the preceding two years? Does the FTC 
plan to conduct more retrospective studies in the future? If so, do you 
require greater resources from Congress for this task? 

In fiscal years 2009 and 2010 to date. Bureau of Economics (“BE”) staffhas 
conducted a number of different projects that might be considered retrospectives. Staff 
studied the effect of various mergers on market djmamics, such as post-merger prices, 
and produced six working papers detailing their findings.’^ In the prior two years, fiscal 

Statement of the Federal Trade Commission Concerning Google/DoubleCIick, and Statements of 
CoiTUTLissioner Leibowitz and Commissioner Harbour. December 20,2007, available at 
htt p://w\»>-\v,fte,gov/os/cas&b'.sr/U7].Q1.70/07]. 220statetnent.pdf ; 
httij://vvww.'ftc.aov/os/ca5e]isr/07 101 70/071 220Ieib.pdf and 

htt p://www.ftc.gov/os/ca5elist/071 Q170 / 07122Qha rb our , p dT Statement of Chairman Majoras, 

Coimnissioner Kovacic, and Commissioner Rosch, and Statement of Commissioner Leibowbtz. and 
Commissioner Harbour, Concerning tlie Closing of Uie Investigation Into Transactions Involving Comcast, 
Time Warner Cable, and Adelphia CommunicationSj January 21, 2006 available at 
bttv://w\v\\rJtc.s (fv/os/closmss/itc/05 IO}5lP,vadeluhiamahras kovacic rosch.Dcif and 
httD://w’WW'.ftc.gov./os/closings/ftc/05 1015 Itwadelpliialeibowitz harbour.pdf . 

Working Paper No. 300, Petroleum Mergers and Competition in the Northeast United States (April 
2010), available at http:.//www-ftc.gQv/be/workpap&rs./vvo3D0.pdf ; Working Paper No. 297, The Evolution 
of the Baby Food Industry 2000-2008 (April 2009), available at 

htip://www'.rtc.t£ov/be/vvorkpapers/vvp297.ndfi Working Paper No. 296, The Success of Divestitures in 
Merger Enforcement: Evidence from the J&J-Pfizer Transaction (April 2009), available ai 
httD://wwv■^ftc■gov/be/w'orkpancrs/wn296.ndf : Working Paper No. 295, The Effect of Hospital Mergers on 
Inpatient Prices: A Case Study of the New Hanover-Cape Fear Transaction (January 2009), available at 
htCD 'J! WWW ■ ftc .gov/be/ workpapers/ wp295 .pdf: Working Paper No. 294, Two Hospital Mergers on 
Chicago’s North Shore: A Retrospective Study (January 2009), available at 
http://w\vw.ftc.gov/be/workpapers/vvp294.ndf: Working Paper No. 293, The Price Effects of Hospital 
Mergers: A Case Study of the Sutter-Suminit Transaction, (November 2008), available at 
http :// WWW .ftc .gov/be/ vvO]-kpaper'S/wp293 .pdf . 
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years 2007 and 2008, a staff economist co-authored a paper studying price effects from 
mergers in five consumer products markets,'^ and BE hosted a conference to discuss 
developments in antitmst analysis in the grocery industry.'^ BE acts as the center of the 
Commission's efforts to conduct economic and empirical research to help inform our 
decisions. I strongly support these efforts. 

10. What does the FTC do to provide assistance to foreign countries, like China, 
that are farming their o>vn antitrust laws? The Antitrust Modernization 
Commission recommended that Congress authorize and appropriate monies 
directly to DOJ and the FTC for international bi-lateral antitrust technical 
assistance. Does the Commission want speciDc Congressional authorization 
for this activity? How would you use such an authorization? 

The FTC, in cooperation with the Department of Justice, has provided technical 
assistance to foreign antitrast agencies since the early 1 990s. Our lawyers and 
economists have helped countries with little experience with competition law and policy 
to set up and strengthen competition laws and enforcement institutions, for instance 
through training on basic investigative skills and techniques. Our technical assistance 
program has expanded to meet the demands of the increasing number of countries that 
have enacted antitrust laws. During the past year alone, we have conducted 54 missions, 
including programs in China, India, Russia, Mexico, and Vietnam. 

The FTC's technical assistance program was originally funded by die U.S. 

Agency for International Development. In recent years the FTC has used its own funds 
as well, and some programs are funded by other U.S. agencies. In China, for example, 
the FTC and DOJ are sharing U.S. approaches to antitrust enforcement with their Chinese 
counterparts, using their own funds as well as funds administered by the U.S, Trade and 
Development Agency. 

The SAFE WEB Act of 2006 amendments to the FTC Act, 15 U.S.C. § 46(1)(2), 
confirmed die FTC's authority to provide technical assistance to foreign competition 
agencies, and we believe that no further authorization is needed. In addition, the SAFE 
WEB ACT contained a provision that enables officials from foreign agencies to work on 
FTC investigations. We have implemented this authority by establishing an International 
Fellows program through which we have hosted 30 foreign officials, and we have also 
sent FTC staff abroad to work with their foreign counterparts. Tlie FTC has requested 
diat the SAFE WEB amendments to the FTC Act be made permanent. 

11. To what extent do the Department of Justice and the Federal Trade 
Commission coordinate their responses when speaking to foreign competition 


The Effect of Mergers on Consumer Prices: Evidence from Five Selected Case Studies, Orley 
Asheiifelter and Daniel Hoslcen (BE), NBER Working Paper No, 1 3859 (March 2008), 

A Conference on Grocery Store Antitrust: Historical Retrospective & Current Developments (May 
2007), materials available at http:/i\vwvv.ftc.gov/b&'^groeerv/mdex.shtm . 
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authorities? Do you make efforts to speak as one voice? Do you coordinate 
with other entities in the federal government that have responsibility for 
dealing with foreign governments, such as the Department of State, 
Department of Treasury, Department of Commerce, and the U.S. Trade 
Representative? If not, why not? 

The FTC recognizes the importance of a coordinated and unified U.S, voice when 
speaking to foreign competition authorities. Accordingly, the FTC and Department of 
Justice routinely and effectively coordinate their responses in such situations. We often 
submit joint comments, written replies, and papers. When an issue affects the 
responsibilities of other U.S. agencies, including the Departments of State, Treasury, and 
Commerce, and the Office of the U.S. Trade Representative, the FTC and DOJ 
coordinate with those agencies as appropriate. 

12. Are there any areas of procedural harmonization between the United States 
and other countries that you are pursuing? For example, is it possible to 
harmonize the merger clearance forms that various jurisdictions use? 

Would this require any action by Congress? 

The FTC, along with DOJ, has made a priority of promoting convergence toward 
fair and transparent procedures. This is a long-term endeavor, given real differences 
among countries' underlying legal systems and traditions, but it has already resulted in 
real progress. Indeed, now that over 100 countries have a competition law, the FTC’s 
promotion of international convergence toward sound antitrust policies and practices is 
critical to its competition mission. We have worked closely with the European 
Commission, which has adopted best practices in merger reviews that are closer to U.S. 
practices, and with Canada, which recently enacted reforms to its merger review 
procedures that are expressly designed to closely parallel those of the United States. 

With respect to merger notification and review procedures, the FTC led the 
International Competition Network's project that culminated in the adoption of a detailed 
set of Recommended Practices for Merger Notification and Procedures. These have led 
many countries to revise their laws and agency practices to conform to those procedures. 
The FTC will continue to pursue opportunities for further convergence. However, there 
are challenges, such as the differences in systems around the world, each country’s need 
for information tailored to its own markets, and the fact that most forms used by other 
jurisdictions require more information than the U.S. form. As a result, harmonization 
toward a notification form that will not result in imposing additional burdens on parties or 
agencies is not a realistic short-term objective. Nonetheless, the FTC remains closely 
attentive to how the Hart-Scott-Rodino premerger notification system interacts with those 
of other countries. It makes appropriate revisions to the form from time to time, as it is 
doing now. The FTC, with the concurrence of DOJ, has adequate authority under 15 
U.S.C. § lSa(d)(2) to make needed changes to the premerger notification rules. 

13. The new health care law encourages the creation of Accountable Care 
Organizations that allow groups of doctors, hospitals, other specialists to 
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work out more efficient ways of providing care to patients. What role will 
the Commission have in providing guidance to these ACOs on what types of 
coordination are lawful? 

The FTC has begun to work with the Centers for Medicare and Medicaid Services 
(CMS), the Office of the Inspector General (OIG) of the Department of Health and 
Human Services (DHHS), and the Antitrast and Civil Divisions of the Department of 
Justice with the aim of developing consistent approaches across the agencies regarding 
the approval of Accountable Care Organizations. In particular, the KfC, CMS, and OIG 
will be convening a public workshop this October to examine, among other things, 
antitrust issues relating to new models for delivering high-quality, cost-effective health 
care. Two purposes of the workshop are: (1 ) to ensure that misunderstandings about 
antitrust law do not deter potentially beneficial collaborations among competitors, and (2) 
to explain the importance of antitrust law in protecting consumers from unjustified and 
illegal price-fixing, group boycotts, or undue aggregations of market power, which 
undermine efforts to improve quality and control costs. The workshop is likely to focus 
on the circumstances under which collaboration among independent health care providers 
in an ACO (not including a merger) would permit an ACO to engage in joint price 
negotiations with private payers without running the risk of liability for illegal price 
fixing under the antitrust laws. In addition, it will focus on how to prevent ACOs from 
creating and exercising market power so as to drive up prices in private insurance 
markets. 

14. The health care landscape has changed dramatically since 1996 when DOJ 
and the FTC issued their health care guidelines. Why have those guidelines 
not been revised since then? Do you anticipate revising them shortly? 

The Health Care Statements reflect the framework that the agency uses to analyze 
all types of health care provider networks under general antitrust principles. These 
principles are sufficiently flexible to take into account the particular characteristics of 
health care markets and the rapid changes that are occurring in those markets. Many of 
the same principles can be found in the Antitrust Guidelines for Collaborations Among 
Competitors, issued by the agencies in 2000. 

The Commission and its staff have been active in a variety of other ways, both to 
further develop our knowledge and understanding of competition in health care markets, 
as well as to provide additional antitmst guidance, as appropriate, wherever possible. For 
example, in 2003, the Commission and the DOJ Antitrust Division held a lengthy series 
of joint hearings on a variety of health care issues. Those hearings culminated in 
issuance of the 2004 report Improving Health Care: A Dose of Competition, which 
discussed, among other issues, clinical integration. In 2008, the Commission held a 
workshop on clinical integration, at which industry experts provided their insights 


' ^ A vail able at http://www.ftc.gov/o5/2000/04/flcdoiijuideliues.pdf . 

“ Available at http :./:''vvww.ftc.gov/renorts/liealtheare/040723health carerpt.pdf . 
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regarding many aspects of clinical integration efforts, The Commission staff has also 
issued advisory opinions on proposed clinical integration in various provider markets; all 
of the staff s advisory opinions in health care can be found at Topic and Yearly Indices of 
Health Care Antitrust Advisory Opinions by Commission and Staff 

In addition, the Commission staff has for many years engaged in discussions 
regarding clinical integration with various stakeholders, including the American Medical 
Association, the American Hospital Association, and representatives of numerous groups 
contemplating clinical integration programs, I also have met with representatives of the 
American Medical Association and the American Hospital Association to hear their 
views. Just this past June I spoke to the AMA House of Delegates to reaffirm our 
commitment to work with physicians to improve health care quality.^^ All of these 
actions are part of our ongoing and continuing efforts to help ensure that competition 
fosters high quality, cost-effective care, and that antitmst law promotes, not impedes, 
efforts to efficiently organize the delivery of health care services. 

15. What happens when a customer calls the FTC to complain about a particular 
merger that is actuaily being reviewed by DOJ? Is there a system in place to 
ensure that customer complaints get to the correct reviewing agency? 

Customers and others can contact the FTC’s Bureau of Competition at 
antitrust@ftc.Eov or call the complaint line at (202) 326-3300 to register an antitmst 
complaint or discuss a situation that may raise competitive concerns. When a complaint 
relates to a matter already under investigation by DOJ, we refer the complainant directly 
to the Antitmst Division. If there is any evidence of a potential criminal violation, even 
in a matter under investigation by the FTC, that information is immediately forwarded to 
DOJ. This process is overseen by the Bureau of Competition clearance officer. 

16. The comment period for the Horizontal Mergers Guidelines closed in early 
June, Do you have a date that you believe the revisions will be finalized and 
what was the general feedback you received? 

The agencies issued revised Horizontal Merger Guidelines on August 19, 2010, 
Public comments to the proposed revisions can be found on the FTC’s website at 
http://vvww.ftc.gov/os/cQmmcnts/hmercvisedguides/index.shtm . 

17. With respect to merger clearance: 

a. The chart that was presented to the Committee showed that in FY 2009, 
there were 716 Hart-Scott-Rodino (HSR) reportable mergers. Of those 


^ ' See Clinical Integration in Health Care: a Check- Up at http://w\vw.fto.gQv/bc/healthcaTe/clieckuD. 
“ Available at littii:.''.''vvvvw.ftc.£ov/bc/a<loris,'isidexfin0310.pdf . 

Available at littp:.'7w vv\v.ftc.go v/speeches/leibowitz/ [006 1 tamasge &ch.pdf. 
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716, one or both agencies requested clearance 92 times. However, on the 
chart, it only shows that 8 of the clearance disputes were resolved. What 
happened in the other 84 cases? 

b. A footnote in the clearance data you provided the Committee mentions 
that the data does not reflect times when the parties pulled and reflled 
their HSR form. Do you have any numbers that reflect the number of 
times that the parties pulled and refiled in order to avoid a clearance 
fight? 

The 8 clearance requests represent the “contested” clearance requests where both 
agencies requested clearance, and these were resolved. The other 84 requests were not 
contested (that is, only one agency requested clearance), and they were resolved in the 
normal course of business. 

The agency does not compile the information referred to in (b). 


In addition, at the hearing, Representative Darrell Issa asked Chairman Leibowitz 
for his views on H.R. 5034, the “Comprehensive Alcohol Regulatory Effectiveness 
Act” (CARE Act). Chairman Leibowitz promised to consult with his colleagues and 
report back to the Subcommittee. Commission views follow: 

The Commission recognizes that the sovereign states have many significant 
interests in alcohol within their borders, such as a state’s interest in promoting public 
health and in restricting minors’ access to alcoholic beverages. These are important 
interests, and the Commission appreciates the work done in this area by the states. 
However, die impact of die CARE Act must be viewed in light of the already existing 
balance of federal and state interests in this area. In reviewing this bill, we note that these 
state interests are already well-shielded from federal antitrust laws by both the state 
action doctrine enunciated in Parker v. Browt?'^ and by the Twenty-first Amendment to 
the Constitution. 

Broadly speaking, under the state action doctrine, federal antitrust jurisprudence 
gives each state wide berth to forego the benefits of competitive markets within their 
borders in order to further state interests if the state clearly articulates its intent to do so 
and actively supert'ises those engaging in the anticompetitive practices. Under the 
Twenty-first Amendment, no state law regulating the transportation or importation of 
alcohol is limited by the antitrust laws if the state can show that “the interests implicated 
by a state regulation are so closely related to the powers reserved by the Twenty-first 
Amendment that the regulation may prevail, notwithstanding that its requirements 
direedy conflict with express federal policies.”^^ 


“ See Parker v. Brown, 317 U.S. 341 (1943); California Retail Liquor Dealers Ass’n v. Midcal Aluminum, 
445 U.S. 97 (1980). 

See 324 Liquor Corp v.Duffy, 479 U.S. 335, 347 (1987); Midcal, 445 U.S. at 114. 
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Under both the state action doctrine and the caselaw interpreting the Twenty-first 
Amendment, the courts have attempted to harmonize and balance state and federal 
interests and powers. The impact of the proposed CARE Act on federal enforcement and 
on state laws is difficult to measure in the abstract, but it would apparently alter that 
balance in a number of ways. For example, the proposed Act would seem to make it 
more difficult to challenge a state alcohol law under federal antitrust law by shifting and 
raising the bur den of proof for such a challenge, and by shielding any state law that has 
any effect on a number of specified state interests without weiglring those interests 
against federal interests. 

Federal interest in competitive markets is substantial, and, as all of us recognize, free and 
fair competition provides significant benefits to consumers and the economy. Given the 
undisputed benefits of competition to consumers in these markets, and the extensive 
authority a state already has to set aside competition in order to achieve its goals in 
regulating alcohol, we are concerned that further subordinating the benefits of 
competition to those goals might, on net, harm consumers.^^ Having said that, we do 
recognize that the states have a significant interest in alcohol regulation. 


For example, a FTC staff report found that state laws banning interstate direct shipping of wine to 
consumers had the effect of raising prices and decreasing selection. Possible Anticompetitive Barriers to 
E~Commerce: Wine 16-23 (July 2003), available at htt p:/.^wv'w.lfc.gQV,''Q.s.''20Q3/Q7/wi n erencirt2.ndf 
(finding consumers in McLean, Virginia buying online would save 5-1 3% for bottles priced at $20 or more, 
and would save 1 3-21 % for bottles priced at $40 or more). 
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Statement Of The Federal Trade Commission 
Concerning Subpoena Issued To Paul M. Bisaro 

Today the Commission filed court papers in support of its petition to enforce a subpoena 
issued to PauJ M. Bisaro. CEO of Watson Pharmaceuticals, Inc. The Commission’s subpoena 
enforcement action followed its unanimous letter ruling, dated April 2, 2010, denying 
Mr, Bisaro’s petition to quash the Commission’s subpoena seeking his testimony and rejecting 
his argument that the subpoena was issued for an improper purpose. 

The Commission continues to stand behind its subpoena and its investigation. The 
investigation, which was initiated pursuant to a unanimously adopted Commission resolution, 
relates generally to a scries of agreements entered among the branded drug company Cephalon 
and several generic drug companies to delay entry of generic versions of Provigil, a sleep 
disorder medication with nearly $1 billion in annual U.S. sales. As the Commission has alleged 
in a related enforcement action against Cephalon, these agreements cost consumers hundreds of 
millions of dollars a year, The Commission has substantial and legitimate concerns about these 
pay-for-delay agreements and their impact on consumers. 

As today’s court filing makes clear, tlie Commission issued the subpoena to Mr. Bisaro 
for an entirely proper purpose. The Commission sought to determine whether an agreement 
between Watson and Cephalon has prevented Watson from relinquishing certain regulatory 
exclusivity rights. Such an agreement likely would be a per se antitrust violation and have 
enormous negative effects on consumers. For this reason, the Commission sought the testimony 
of Mr. Bisaro, The subpoena was not issued “to pressure Watson to relinquish any exclusivity 
rights it may have, and thereby attempt to engineer generic entry into the [Provigil] market,” as 
Mr. Bisaro argued in his petition to quash the subpoena. The Commission continues to believe 
that it is entitled to Mr. Bisaro’s testimony in this matter. 
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IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF COLUMBIA 


) 

FEDERAL TRADE COMMISSION ) 

Petitioner, ) 

) 

V. ) Misc. No. 1 : lO-mc-00289 (CKK)(AIC) 

) 

PAUL M. BISARO, ) 

) 

Respondent ) 

) 


PETITIONER FTC^S MOTION FOR LEAVE TO SUPPLEMENT THE RECORD AND 
TO ENFORCE THE SUBPOENA AD TESTIFICANDUM FORTHWITH. AND 
MEMORANDUM IN SUPPORT 


On July 13, 2010, this Court entered a Memorandum and Order finding that Respondent 
had made a “colorable claim” that the Federal Trade Commission (“FTC” or “Commission”) had 
engaged in misconduct by seeking Respondent’s oral sworn testimony in a law enforcement 
investigation issued pursuant to a resolution approved by the full Commission, Contrary to 
Respondent’s assertions, the Commission’s actions were carried out for legitimate law 
enforcement purposes in furtherance of the public interest - and, in one critical instance, with the 
consent of Respondent’s counsel. Accordingly, we submit this Motion to Supplement the 
Record in order to provide the Court with a more complete factual background, and to ensure 
that this evidence is available on the public record and not just to Respondent, The Commission 
also moves this Court to enforce its Subpoena Ad Testificandum forthwith, as there is no 
remaining cause for delay. 
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For the reasons set forth below, we seek to supplement the record with (i) answers to 
Respondent’s two interrogatories sworn to by Markus H. Meier, chief of the Health Care 
Division (“Interrog. Resp.” attached as Exhibit A,); (ii) a Declaration by Richard A. Feinstein, 
Director of the Commission’s Bureau of Competition and former chief of the Bureau’s Health 
Care Division (“Feinstein Deck” attached as Exhibit B); and (iii) a Declaration by Saralisa C. 
Brau, Deputy Assistant Director of the Bureau’s Health Care Division and the person responsible 
for day-to-day management of the investigation into potential anticompetitive conduct of Watson 
Pharmaceuticals, Inc. (“Watson”) (“Brau Deck” attached as Exhibit C). Because the factual 
record amply demonstrates that the requirements for judicial enforcement have been satisfied, 
and for the reasons set forth in more detail below, the FTC also respectfully moves this Court to 
take all steps necessary to further the enforcement of the July 22, 2009, subpoena ad 
testificandum forthwith. 

PRELIIVUNARY STATEMENT 

The FTC acted appropriately at all times during the course of this investigation. Further, 
Respondent has made no objective “showing” of misconduct, and the “extraordinary 
circumstances” that might justify discovery within the context of summary subpoena enforcement 
proceedings are not present here. Federal Trade Commission v. Carter, 636 F.2d 781, 789 (D.C. 
Cir. 1980), Tlie Commission takes this opportunity to provide the Court with the full story. The 
proposed submissions - the FTC’s Responses to Interrogatories, the Feinstein Declaration, and 
the Brau Declaration - demonstrate that: the law enforcement investigation giving rise to the 
subpoena at issue has been conducted in a proper and lawful mamier that is fully consistent with 
the ordinary course of Commission practice; that the Commission did not try to broker any deal 
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between Watson and Apotex; that Watson’s interactions with Apotex are directly relevant to 
determine whether Watson is bound by an agreement not to relinquish any potential exclusivit)^ 
rights; that there were no improper disclosures of confidential information made at any time 
during the course of the investigation; and^ fmallyj that Respondent has impeded an ongoing 
Commission investigation, potentially causing harm to the public interest. 

As detailed below^ and elaborated in the papers already on file with this Court, the 
requirements for judicial enforcement of the subpoena at issue have been fully satisfied. The 
FTC therefore respectfully requests that this Court, with a complete record now in hand, 
expeditiously resolve this matter pursuant to Local Civil Rule 72.3 so that the subpoena can be 
enforced at the earliest possible date. Respondent should be ordered to fulfill his legal obligation 
to cooperate with the lawful Commission investigation by sitting for an investigational hearing. 
STATEMENT OF FACTS 

The investigation giving rise to the subpoena in question, like all formal Commission 
investigations involving the use of compulsory process, required majority vote of the 
Commission. Feinstein Decl. at T[ 3; 16 CFR § 2.7(a). On August 30, 2006, the Commission 
unanimously issued a Resolution authorizing the use of compulsory process in the present 
investigation.' The initial focus of the staffs investigation concerned a patent settlement 
agreement entered into between Cephalon, Inc. (“Cephalon”) and various generic companies 
involving Cephalon’s ‘516 patent. Interrog. Resp. at 3; Brau Decl. at ^ 3; see also Dkt. No. 4 
(Mem. of P. & A. in Supp. of Pet, of F.T.C. for an Order Enforcing Subpoena Ad Testificandum) 
at 4-5. 

‘ Resolution Authorizing Use of Compulsory Process in a NonPublic Investigation, File No. 

0610182 (August 30, 2006). Pet. Exh. 2 (Dkt. No, 3 at 10). 
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It was not until January 2009, that the staff first learned of a subsequently-filed Cephalon 
patent - the ‘346 Patent. Interrog. Resp. at 3-4; Bran Decl. at ^ 4. The agency’s discovery that 
this second patent had been filed gave rise to a series of questions regarding the impact that such 
a patent might have on the competitive conditions in the market for generic modafmil - including, 
specifically, whether this second patent might be used to block generic entry. Interrog. Resp. at 4. 
At this point, the question arose as to whether Watson might have exclusivity rights with respect 
to a generic version of modafmil relating to the ‘346 Patent; and whether Watson had agreed with 
Cephalon not to relinquish or pursue those rights in exchange for a pa>Tnent from Cephalon to 
Watson, Interrog, Resp. at 4; Brau Deck at ^ 4. Such an agreement would likely be a per se 
antitrust violation. See, infra, at 8. Thus, the Commission’s investigation regarding potential 
anticompetitive conduct that might arise with relationship to the ‘346 patent began in January 
2009, before any contact with Watson’s counsel. 

In the ordinary course of pursuing the investigation. Commission staff talked to the Food 
and Drug Administration (FDA) and to Apotex, Inc. (“Apotex”)^ to gather information needed to 
advance the Commission’s understanding of the ‘346 Patent and its effects on the marketing of 
modafmil and any generic version of that drug, and to discover whether there was any possible 
agreement between Watson and Cephalon concerning potential exclusivity rights held by Watson. 
Intenog. Resp. at 4, 7, That staff action was fully consistent with normal and customary 


^ As detailed in the Interrogatory Responses, Apotex was an “obvious choice” to consult because 
it had filed an ANDA for a generic version of modafmil and was blocked from entering by 
Cephalon’s modafinil settlements, it was already selling generic modafmil in Canada, and its Vice 
President of Global Intellectual Property, Shashank Upadye, is a published expert in the field. 
Interrog. Resp. at 7. 
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procedure followed in the ordinary course of Commission investigations. Feinstein Decl. at Tf 10. 
At no time did staff improperly disclose any confidential information to the FDA, nor did staff 
improperly discuss any confidential FDA information with Watson or others. Interrog. Resp. at 
5, 1 1 ; Feinstein Decl. at ^ 2, 14. 

More specifically, issuance of the "346 patent represented a novel situation to staff, 
Interrog. Resp. at 4, and a potentially new impediment to generic entry in the modafmil market. 
To the extent generic manufacturers obtained first-filer rights on this patent, and had entered into 
unlawful agreements with respect to those rights, it might allow them to block entry by other 
companies seeking to enter with a low-cost generic version of modafmil, causing further 
anticompetitive harm to consumers. Interrog. Resp. at 4; Brau Decl. at Tf 4. That harm might be 
avoided if a generic company decided to relinquish any claim of exclusivity rights it might have 
on the ‘346 patent. Bui the FTC staff were concerned that Watson had lost the ability to do that. 
Indeed, Section 2. 1 of the 2006 Settlement Agreement between Watson and Cephalon could be 
read to prohibit Watson from relinquishii^ any new exclusivity rights it might have obtained 
based on any filing with respect to the ‘346 patent. See Brau Decl. at Tf 6. 

In March 2009, Mr. Meier, the chief of the Commission’s Health Care Divi-sion in its 
Bureau of Competition, contacted counsel for Watson, to probe whether Watson was willing to 
relinquish any exclusivity rights it might have. Interrog. Resp. at 9; Brau Decl. at ^ 8. The basis 
for this inquiry was staffs belief that relinquishment could provide Watson with a potential 
business opportunity and, at the same time, potentially save consumers of Provigil millions of 
dollars a year by facilitating entry of generic modafmil, Brau Decl. at Tf7. If Watson was not 
interested in relinquishing, i.e., was foregoing a potentially profitable opportunity against its 
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economic self-interest, the Commission would likely need to investigate further to assess whether 
that decision was based on an unlawful agreement with Cephalon or some other reason, Interrog, 
Resp. at 1 0; Brau Decl. at 9. Through a series of hypothetical questions, Mr, Meier sought to 
determine whether Watson would be interested in entering into a profit-maximizing agreement 
that w'ould entail Watson licensing, relinquishing, or otherwise sharing whatever first-filer rights 
it might have. Interrog. Resp. at 9. Before the conversation ended, fVatson 's counsel authorized 
Mr. Meier to contact Apotex regarding a possible deal between Watson and Apotex. Id. 

Not only did Mr. Sunshine, Watson’s counsel, expressly assent to Mr. Meier calling 
Apotex and inviting Apotex to contact Watson, Mr, Sunshine even identified Watson’s General 
Counsel, Mr. Buchen, as the person Apotex should call. Interrog. Resp. at 9-10; Brau Decl. at 
^ 8.^ Contrary to Respondent’s allegations that the FTC was engaged in improper deal brokering, 
the Commission was providing Watson with an opportunity to disprove its reasonable suspicion 
a suspicion based on language contained in the 2006 Settlement Agreement between Watson and 
Cephalon - that an illegal agreement to refuse to relinquish existed. Thus, with the express 
consent of Steven Sunshine, Mr. Meier and Ms. Brau thereafter contacted Apotex. Interrog. 

Resp. at 9-10, In that call, staff suggested that, if Apotex also thought any potential deal might be 
wurth pursuing, it should contact Watson regarding a possible deal concerning generic niodafinil. 
Id. At no time did staff improperly disclose any confidential Watson information to any third 
party, including Apotex. Interrog, Resp. at 5, 11; Feinstein Decl. at tt 2, 14. 


^ These facts are omitted fiom Mr. Sunshine’s Declaration of July 30, 2009. Pet. Exh, 4 at 28-32. 
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Despite the opportunity presented to it. Watson declined to negotiate a deal to relinquish 
any exclusivity it may have, tliereby leaving open the possibility that it had entered into an illegal 
agreement with Cephalon. The Commission continued to investigate whether Watson had agreed 
with Cephalon not to relinquish. Brau Decl. at ^ 12 

In short, notwithstanding efforts by the staff to determine whether such an agreement 
existed, Watson has, to this date, refused to give the Commission staff an unequivocal answer to 
one simple question: has Watson agreed with Cephalon not to relinquish any exclusivity rights 
that it might hold with respect to generic modafinil? Feinstein Decl. at 12; Brau Decl. at 1 4- 
1 9; SQC abo Pet’rs Reply Mem. in Supp. of Pet. for an Order Enforcing Admin. Subpoena Ad 
Testificandum and Opp’n to Respondent’s Mot. to Compel, at 2-7 [Dkt, No. 21]. The 
Commission seeks the sworn testimony of Mr. Bisaro for a proper purpose - to determine 
whether there has been anticompetitive collusion between Watson and Cephalon. Watson’s 
potential exclusivity rights arising from the ‘346 patent, the written settlement agreement between 
Cephalon and Watson, Watson’s actions vis-a-vis ApoLex, and Watson’s continued refusal to give 
unequivocal answers to critical questions throughout this investigation, all support an inference 
that Watson may have agreed with Cephalon not to relinquish any exclusivity rights it may have 
witli respect to generic modafinil. Mr, Bisaro is the only Watson executive besides Watson’s 
General Counsel, Mr. Buchen, who is likely to have knowledge of critical facts relevant to the 
Commission’s investigation, including the critical question concerning whether Watson has an 
agreement with Cephalon prohibiting it from relinquishing any exclusivity' rights. Mr. Buchen 
has declined to answer that question unequivocally, asserting the attorney-client privilege, Brau 
Decl. at^i 16; see also Dkt. No. 21, at 2-7. 


7 



100 


LEGAL ARGUMENT 

Watson has yet to provide the Commission with a clear and unequivocal answer to the 
question of whether it has agreed with Cephalon not to relinquish any exclusivity rights to generic 
modafiniL This is a critical question with clear competitive implications. Agreements not to 
relinquish exclusivity might be a per se violation of the antitrust laws. See In re Cardizem, 332 
F.3d 896, 907-08 {6th Cir. 2003) (finding an agreement not to relinquish exclusivity rights to be a 
per se violation of the antitrust laws). ’ 

The Commission is authorized to ask this question pursuant to a valid Commission 
resolution. Supra note 1 . The subpoena at issue has gone through the full agency process in 
being issued. The subpoena was issued by a Commissioner acting under delegated authority of 
the full Commission, Feinstein Decl. at. 1H[ 4, 5; 16 C.F.R. § 2.7(a). Respondent petitioned to 
quash tlie subpoena, and his petition was rejected by FTC Commissioner Pamela Jones Harbour, 
pursuant to authority delegated by the full Commission, Feinstein Decl. at If 5. Respondent then 


As the full Commission expressly noted in its Letter Opinion denying Petitioner’s Motion to Quash 
the subpoena: 

Courts have expre ssed great skepticism of agreements in which a generic inanufecturer who 
is eligible for the 1 80-day exclusivity agrees with the branded inanufecturer not to relinquish 
or waive that exclusivity. See, e.g. In re Ciprofloxacin, 544 F.3d 1323, 1339 (Fed. Cir. 
2008) (agreeing that “the only legitimate allegation by the plaintiffs was that the 180-day 
exclusivity period had been manipulated.”); In re Tamoxifen Citrate Antitrust Litig., 429 
F,3d 370, 401 (2d Cir. 2005) (“[W]e think that an agreement to time the deployment of the 
exclusivity period to extend a patent monopoly power might well constitute anticompetitive 
action outside the scope of a valid patent.”); Andrx v. Elan, 421 F.3d 1227, 1235 (1 1th Cir. 
2005) (holding that delayed licensed plus putative agreement to refrain from ever marketing 
a generic barred any competitors from entering “would exceed the scope of exclusion 
intended by the ‘320 patent”); FTC v. Cephalon, Inc., No. 2:08-cv-2l4l,mem. op. (E.D. Pa. 
Mar. 29, 2010) (declining to dismiss complaint alleging that agreement to settle patent 
litigation and affecting relinquishment of exclusivity rights is anticompetitive). 

Pet. Exh. 7, at 2, n.l. 
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filed a petition for review, and the full Commission, by unanimous vote, rejected arguments and 
denied Respondent’s Petition to Quash, a petition in which he raised largely the same arguments 
presented to this Court. Pet. Exh. 7; Feinstein Decl at 5. The Commission now seeks to 
supplement the record in the interest of providing the full story to the Court and bringing this 
matter to a close. 

In this case, as Respondent acknowledged in its Motion to Conqiel, “[t]he only question 
that needs to be resolved is factual - i.e., what is the FTC’s purpose in prosecuting the 
Subpoena.” Dkt. No. 16, at 3. The Commission’s answers to Respondent’s Interrogatories and 
supplemental declarations show that the agency’s purpose in prosecuting the Subpoena was 
proper. And, as the Commission’s earlier briefing has demonstrated, and Respondent fails to 
adequately refute, all of the other requirements for prompt judicial enforcement have been 
satisfied.^ With both sides of the story now in hand, and the resulting showing that the 
Commission has acted in accordance with the law and in pursuit of proper purpose, the FTC 
respectfully requests that the Court act swiftly to enforce the subpoena ad testificandum. 

1. Fundamental Notions of Fairness Support Granting Leave To 
Supplement The Record. 

Presently, the evidentiary record in this case relating to the misconduct issue consists 
almost entirely of one declaration submitted by Respondent’s attorney that relies on qualifying 
words such as “indicated”, “hypothetical scenarios”, and “suggested” to insinuate misconduct in 
this case but that falls far short of stating any fact that would demonstrate actual misconduct by 


^ At the very least, any remaining questions are principally questions of law and can be decided 
based on the existing briefing; no further hearing is needed. 
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the FTC. Pet. Exh. 4, Sunshine Decl. at 15, 16, 22. Mr. Sunshine’s characterization of events 
notwith.standing, the objective facts are themselves entirely consi.stent with good faith actions on 
the part of the Commission. The Commission had not previously adduced its own evidence, 
given its firmly-held position that any evidentiaiy' response to Respondent’s unsupported 
allegations was not needed, in light of this Circuit’s governing precedent. See FTC v. Carter, 636 
F.2d 781, 789 (D.C. Cir. 1980).^ Because the Commission is a law enforcement agency that 
Congress has charged with protecting the public interest, the exi.stence of even this tentative 


® With respect, this Court applied the wrong legal standard in permitting discovery. Even if 
the Court is correct that the rule from Carter “cannot be squared” widi United States v. Powell, 379 
U.S. 48 (1964), Dkt. No. 3L at 9, Carter remains the governing law of the Circuit and must be 
^plied. Carter was issued 16 years after Powell and the panel who decided Carter had the benefit 
of Powell in reaching its ruling (although the Carter decision does not expressly cite to Powell, it 
discusses Donaldson v. United States, 400 U.S. 517 (1971), a case which itself discusses Powell). 
Just as the courts of appeals leave to the Supreme Court ‘“the prerogative of overuling its ... 
decisions,”’ Rodgriguez de Quijas v. Shearson/American Express, Inc., 490 U.S. 477, 484 (1989), 
district judges, like panels of [the courts of appeals], are obligated to follow controlling circuit 
precedent until [the court of appeals] sitting en banc, or the Supreme Court, overrule it.” United 
Statesv. Torres, ll5F.3dl033, 1036 (D.C. Cir. 1997). Under the governing legal standard of this 
Circuit, therefore. Respondent is not entitled to discovery. 

And, even apart from this threshold legal error, the limited “facts” presented by Respondent 
do not rise to the objective level necessary to support the extraordinary remedy of discovery in the 
context of summary enforcement proceedings and a fortiorari, are insuflicient to thwart the prompt 
enforcement of the subpoena to which the Commission is demonstrably entitled. Thus, in United 
States V. Fensterwald, the sii^le instance in which this Circuit has found “extraordinary 
circumstances” sufficient to warrant discover)^, the ruling was based on objective facts, that the court 
expressly recognized to be “matters of public record,” demonstrating the likelihood that the taxpayer 
was inappropriately targeted for a special audit outside of the course of normal agency proceedings. 
553 F.2d 231, 233 (D.C. Cir. 1977). In contrast, the record here is bereft of any objective indicia 
of bad faith. The only showing is Respondent’s characterization that is based on an incomplete and 
suppositional accounting of events by counsel, where the underl>'ing events are themselves fully 
consistent with a lawful investigation carried out in the ordinary course of business. In light of its 
overriding interests in setting the record straight and given the importance of securing prompt 
enforcement of the s ubpoena, the Commission has not presently raised obj ections to the Magistrate’ s 
ruling in this case. The Commission, however, preserves the right to advance these arguments in 
the future if necessary. 
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finding by the Court potentially damages the public’s confidence in the work the agency does. It 
is therefore important that the Commission have the opportunity to complete the record in this 
case to make clear that the Commission has properly conducted itself in all respects in this matter. 

Notably, in partially granting Respondent limited discovery in this matter, the Court has 
directed the Commission to answer two interrogatories and has allowed Respondent ten days after 
receiving the answ'ers to supplement the record. The Court’s Order does not provide the 
Commission with an opportunity to respond. Unless the Commission is given an opportunity to 
supplement the record now, this means that the only evidentiary materials before the Court when 
it ultimately decides this matter may be those provided by the part>' that has the greatest interest 
in undermining the Commission’s integrity. Fundamental notions of fairness and due process 
dictate that the Court be fully informed when making its decision. The Court should therefore 
grant the Commission’s motion to supplement the record. 

II. The Record, As Fairly Supplemented, Is Sufficient to Order 
Enforcement of the Subpoena Ad Testificandum Forthwith 

The standards for judicial enforcement of administrative investigative process have long 
been settled in this Circuit, “[T]he court’s role in a proceeding to enforce an administrative 
subpoena is a strictly limited one.” FTC v. Texaco, Inc., 555 F.2d 862, 871-72 (D.C. Cir. 1977) 
{en banc) (citing Endicott Johnson Corp. y. Perkins, 317 U.S. 501, 509 (1943); accord, 

Oklahoma Press FubTg Co. v. W ailing, Til \j.^. 186,209(1946); United States y. MortonSali 
Co., 338 U.S. 632, 643 (1950)). A district court must enforce agency process so long as the 
information sought is not “unduly burdensome” to produce (Texaco, 555 F.2d at 881), and is 
“reasonably relevant” (id. at 872-73 n.23 (quoting Morton Salt, 338 U.S. at 652), or, putting it 
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differently, “not plainly incompetent or irrelevant to any lawful purpose” of the agency. Texaco, 
555 F,2d at 872 (quoting Endicott Johnson, 317 U.S. at 509). Tn making this determination^ the 
agency’s own appraisal of relevancy must be accepted so long as it is not ‘“obviously wrong.’” 
FTCv. Invention Submission Corp., 965 F.2d 1086, 1089 (D.C. Cir. 1992) (citing Carter, 636 
F.2d at 787-88 (quoting Texaco, 555 F.2d at 877 ii32)). 

Respondent has previously argued that the “most important[]”of its reasons against 
enforcement of the subpoena is that enforcement would result in an abuse of this Court’s process 
because “the FTC exceeded its stamtory law-enforcement mission by seeking to broker a business 
deal between Watson and Apotex ... improperly using its privileged access to confidential 
information in the process, and apparently providing Watson’s confidential information to 
Apotex.” Resp’ts Mem. in Opp’n, Dkt. No. 12, at 3. As Respondent has also acknowledged, in 
his Motion to Compel, this argument mrns on a factual question. Dkt. No. 16, at 3, The Court 
now has the evidence in hand necessary to resolve this factual question. There is no record 
support that the FTC has exceeded its authority or otherwise acted improperly - beyond the 
insinuations contained within the declaration of Respondent’s counsel. And there is now ample 
evidence to the contrary. 

With the Commission’s submissions now before tlie Comt, tlie record demonstrates that 
the FTC’s purpose in prosecuting the subpoena was legitimate. The Commission seeks to 
ascertain whether or not Watson is party to any potentially anticompetitive agreement with 
Cephalon that would prohibit it from relinquishing potential exclusivity rights in the generic 
modafmil market. 
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The agency timely began to investigate any potential anticompetitive effects resulting 
from the filing of the ‘346 patent as soon as it first learned of the filing of the patent, before any 
conversations with Watson’s counsel. Interrog. Resp. at 3; Brau Decl. at 4. There was, and 
continues to be, good reason for the agency to seek this information. See Modern Home Institute, 
Inc. V. Hartford Acc. & Indem. Co.5\j F.2d 102, 1 1 1 (2nd Cir. 1975) (“Actions against the 
apparent individual economic self-interest of the alleged conspirators may raise an inference of 
interdependent action.”). Respondent remains one of only two people who can address the 
agency’s concerns, Brau Decl. at Tf 19, and of the two, as Watson’s President and CEO, Mr, 
Bisaro is well positioned to testify as to whether any business arrangement to relinquish 
exclusivity rights is likely to be in Watson’s economic self-interest Brau Decl, at^l 19. As the 
full Commission noted in denying Mr. Bisaro’s Petition to Quash the Subpoena: “While Watson 
has provided the Commission information relating to the ‘346 Patent, [Respondent] has not 
shown that his testimony will shed no light on matters that fell within the scope of the 
Commission’s investigatory concerns, As a key executive of Watson, [Respondent’s] testimony 
may well be useful in elaborating on the information or explaining relevant circumstances.” Pet. 
Esh, 7 at 6. 

Throughout the course of this investigation, Watson has done nothing to allay the 
Commission’s concerns that it has reached an illegal anticompetitive agreement with Cephalon; 
indeed, its actions (and inactions) indicate that it has. It should not be forgotten that tlie motion to 
compel discovery represents another method for Respondent to use in impeding a legitimate law 
enforcement proceeding. Respondent continues to avoid answering a central question to the 
Commission’s investigation - namely, whether Watson’s settlement agreement with a rival 
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manufacturer, Cephalon, limits Watson’s ability to relinquish any exclusivity rights it may have 
with respect to marketing of the drug modafinil. 

The Commission has shown that an investigational hearing of Respondent is necessary, 
because, to date, none of the sworn testimony contains a definitive disavowal of the existence of 
an agreement beriveen Watson and Cepahlon that would prevent Watson from relinquishing 
exclusivity. Respondent has failed to rebut die Commission’s showing that the investigative 
hearing is necessary. Moreover, Respondent docs not dispute that Watson has repeatedly failed 
to answer, under oath, critical questions about the settlement agreement; it does not dispute that 
Respondent knows relevant facts to the investigation; and it does not assert that the 
investigational hearing would be unduly burdensome. 

In furtherance of the interests of judicial economy and the public interest, and for the 
reasons previously articulated to this Court, tlie FTC respectfully requests that the Court 
recommend that Mr. Bisaro be directed to comply in full with the subpoena ad testificandum. 
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CONCLUSION 

For the foregoing reasons, the Commission respectfully requests that this Court grant its 
Motion for Leave to Supplement the Record and Petition to Enforce the Subpoena Forthwith. 


DAVID C. SHONKA 
Principal Deputy General Counsel 
(D.C. Bar No. 324576) 
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Statement of Compliance 

Pursuant to L.Cv. R. 7(m), on July 20^ 2010, Petitioner's counsel conferred with counsel 
for Respondent regarding Petitioner’s Motion for Leave to Supplement the Record, and counsel 
for Respondent opposes the motion. There is no obligations under the local rules, to confer with 
respect to Petitioner’s dispositive motion to Enforce the Subpoena Ad Tesiljlcandum Forthwith. 


/s/ Michael D. Bergman 
Michael D. Bergman 
Attorney 

Federal Trade Commission 
600 Pennsylvania Avc., N.W. 
Washington, D.C. 20580 
(202)326-3184 
Fax (202) 326-2477 
mbergman@ftc.gov 


16 



109 


CERTIFICATE OF SERVICE 

I hereby certify that on July 22, 2010, a true and correct copy of the foregoing Motion for 
Leave to Supplement the Record and to Enforce the Subpoena Ad Testificandum Forthwith, 
together with: Exhibit A: FTC’s Responses to First Set of Interrogatories of Respondent Paul M. 
Bisaro sworn to by Markus H, Meier; Exhibit B: Declaration of Richard A, Feinstein; Exhibit C: 
Declaration of Saraiisa C, Brau; and a Proposed Order, were filed electronically in the United 
State District Court for the District of Columbia using the CM/ECF system. 

Notice of this filing will be sent by email to all parties by operation of the Court’s 
electronic filing system or by mail to anyone unable to accept electronic filing as indicated on 
the Notice of Electronic Filing. 


Dated: July 22, 2010 


/s/ Michael D, Bergman 
Michael D. Bergman 
Attorney for the Petitioner 
Federal Trade Commission 
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IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF COLUMBIA 


) 

Federal Trade Commlssloii, ) 

) 

Petitioner, ) 

) 

V. ) No. 01: 10-mc-0028»-CKK-AK 

) 

Paul M. Bisaro, ) 

) 

Respondent. ) 

) 


FEDERAL TRADE COMMISSION'S RESPONSES TO FIRST SET OF 
INTERROGATORIES OF RESPONDENT PAUL M. BISARO 

Petitioner Federal Trade Commission (“FTC” or “Commission”) hereby submits the 
following Responses to the First Set of Interrogatories of Respondent Parrl M. Bisaro dated May 
21 , 2010 . 

GENERAL OBJECTIONS 

1 . By answering these interrogatories, the Commission does not waive the previoits 
objections it made to these interrogatories in its June 21, 2010 Objections to First Set of 
Interrogatories of Respondent Paul M. Bisaro, nor does it waive its ri^t to appeal, or otherwise 
assign error, to the Court’s Order of July 13, 2010, directing it to engage in discovery in this 
matter. 

2. To the extent Respondent’s interrogatories seek the production of documents 
under Rule 34 or otherwise, the Commission objects on the grotrtrd that sttoh discovery is beyond 
the scope of Rule 33 and beyond theseope of the Court’s Order of July 13, 2010. 



112 


3. The FTC has responded to this interrogatory request to the best of its present 

ability. The FTC reserves its rights to supplement, revise, correct, or clarify any of the responses 
set forth herein, if necessary or appropriate. 

In addition to these objections, the Commission further objects to Respondent’s 
interrogatories as indicated below, 

RESPONSES TO INTERROGATORIES 

Interrogatory 1 

Describe any communications the FTC had with the FDA relating to any potential 
marketing exclusivity for generic modafinll arising out of the ANDA Amendment during 
the period December 19, 2007, through July 22, 2009. For each communication: 

. a. Identify the date of the communication; 

b. Identify the name and title of the individuals) involved in the 
communication; 

c. Identify the means through which the commiinication was made; 

d. Identify who initiated the communication; 
c. Identify the reason for the communication; 

f. Identify the topic(s) discussed during the communication; and 

g. State whether, during the course of the communication, or as a result of the 
communication, the FTC communicated to the FDA any confidential 
information provided to the FTC by Watson. 


2 
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Response to InterroBatorv 1 

The FTC objects to Respondent’s intenogatories to the extent they seek confidential 
infonnation that the FTC obtained pursuant to inter-agency communications with the Food and 
Drug Administration and that is exempt fiom disclosure by statutes and regulations, including 
but not limited to 21 C. F. R. § § 20.64(a), 20.61, 20.62, and 314.430(b) (2010). Expressly 
reserving and without waiving the general objections and this specific objection, the FTC states 
as follows: 

Before January 2009, the FTC’s modafinil investigation had focused on aparticular 
patent - U.S. Reissue Patent No. 37,516 (the “‘516 patent”) - and the potential barriers to 
competition arising ftom Cephalon’s 2005-2006 patent litigation settlement agreements with 
Watson and the four first filers for the ‘516 patent. The initial phase of the modafinil 
investigation resrrlted in the FTC filing a complaint against Cephalon in February 2008.* The 
investigation remained open, however, though not active, with respect to the generic companies, 
including Watson, while the Commission pursued litigation against Cephalon in federal court in 
the Eastern District of Pennsylvania. 

In January 2009, the FTC learned for the first time fiom the FDA that Cephalon had 
listed a second patent relating to Provigil, U.S. Patent No. 7,297,346 (the “‘346 patent”), in the 
FDA's Orange Book, While the U.S. Patent and Trademark Office’s issuance of the ‘346 patent 
to Cephalon in November 2007 and Cephalon’s filing of it with the FDA in December 2007 
were matters of public record, FTC staff had not been aware of these developments. The FTC 
also learned, in January 2009, that Watson/Carlsbad had filed an AND A Amendment with the 

'FTC V. Cepahlon, Inc., No. 2:08-ov-2141-MSG (E.D. Pa. filed Feb. 13, 2008). 
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FDA on the same day that Cephalon listed the ‘346 patent. Together, these events created the 
possibility ” one that did not exist for the ‘516 patent and was not a focus during the initial phase 
of the FTC’s investigation - that Watson could be a “first filer” for the ‘346 patent, and therefore 
might block generic modafinil market entry for other companies. This new information caused 
the FTC staff to resume the modafinil investigation because it raised a host of questions about 
whether the ‘346 patent created any new impediments to generic entry and whether those 
impediments were the result of an unlawful agreement between Cephalon and Watson. 

This new phase of the investigation was prompted by a conversation between the FTC 
and FDA on January 29, 2009. On that date, in response to the FTC’s inquiries about the 
regulatory status of modafinil, Elizabeth Dickinson, Associate Chief Counsel in the FDA’s 
Office of Chief Counsel, called Saralisa Brau, Deputy Assistant Director in the Health Care 
Division of the FTC. The two agencies routinely share information concerning the r^ulatory 
status of certain drug products, pursuant to a written inter-agency agreement, to advance the 
FTC’s law enforcement and consumer protection missions. The modafinil investigation was no 
exception. The topics discussed during the call were: (1) Cephalon’s later-issued ‘346 patent 
relating to Provigil; (2) Cephalon’s listing of the ‘346 patent with the FDA; and (3) the identity 
of the generic company or comparries that had submitted ameirded AND As containing a 
Paragraph TV certification as to the ‘346 patent and who might be eligible to claim 1 80-day 
marketing exclusivity as a “first filet.” 

In Febmary 2009, the FTC requested a meeting with FDA to discuss how the ‘346 patent 
might potenfially affect the FTC’s ongoing modafinil investigation, Ms. Brau of the FTC had 
approximately three communications with Ms. Dickinson of the FDA to set up the meeting. Ms. 
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Brau contacted Ms. Dickinson in early February 2009 and they exchanged emails concerning 
meeting logistics on Febniaiy 1 8, 2009, and February 1 9, 2009. The meeting took place on 
February 24, 2009. The following people attended; 


FTC 

Brad Albert, 

Deputy Assistant Director, 

Health Care Division 

Saralisa Brau, 

Deputy Assistant Director, 

Health Care Dirdsion 

Michael Kades, 

Attorney Advisor to then-Commissioner 
(now Chairman) Leibowitz 

Markus Meier, 

Assistant Director, 

Health Care Dirdsion 


FDA 

Rick Blumberg, 

Deputy Chief Counsel of Litigation, 
Office of Chief Counsel 

Kim Dettelbach, 

Associate Chief Counsel, 

Office of Chief Counsel 

Elizabeth Dickinson, 

Associate Chief Counsel, 

Office of Chief Counsel 

Dave Read, 

Regulatory Counsel, 

Center for Drag Evaluation and 
Research/Office of Generic Drugs 


The topics discussed were; (1 ) the FTC’s complaint filed in FTC v. Cephalon, Inc., No, 

1 ;08-cv-00244 (D.D.C. complaint filed Feb. 13, 2008) (later transferred to E.D. Pa,); and (2) the 
FDA’s interpretation and analysis of relevant statutes concerning whether seconrf filers on the 
earlier-listed ‘516 patent would be blocked ftom entering the market by any first tilerfs) eligible 
to claim 180-day marketing exclusivity on the later-listed ‘346 patent. 

At no time during this meeting or in the course of any communications with the FDA did 
the FTC reveal to the FDA any confidential information provided to the FTC by Watson. 
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Interroyatorv 2 

Describe any communications between the FTC and any third-party (excluding Watson 
and the FDA) including, but not limited to Apotex, relating to any potential marketing 
exclusivity for generic modaflnil arising out of the ANDA Amendment during the period 
December 19, 2007, through July 22, 2009. For each communication: 

a. Identify the date of the communication; 

b. Identify the name and title of the uidTvidual(s) involved in the 
communication; 

c. Identify the means through which the communication was made; 

d. Identify who initiated the communication; 

e. Identify the reason for the communication; 

f. Identify the topic(s) discussed during the communication; 

g. State whether, during the course of the co mmuni cation, or as a result of the 
communication, the FTC communicated to any third-party any confidential 
information provided to the FTC by Watson; and 

h. State whether, during the course of the communication, or as a result of the 
communication, the FTC co mmuni cated to any third-party any confidential 
information provided to the FTC by the FDA. 

Response to Interrogatory 2 

The FTC objects to Interrogatory 2 to the extent it seeks privileged information 
exchanged between Apotex and the FTC pursuant to a common interest privilege as co-plaintifFs 
in litigation in federal district court in the Eastern District of Pennsylvania challenging 
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Cephalon’s modafinil patent litigation settlement agreements.^ Expressly reserving and without 
waiving the general objections and this specific objection, the FTC states as follows: 

The FTC had periodic communications with Apotex as part of its modafinil law 
enforcement investigation fiom February through May 2009. The FTC did not have 
communications with any other third party concerning the topics identified in Interrogatory 2, 
except that FTC staff did have communications relating to these issues with Watson’s counsel, 
Steven C. Sunshine of Skadden, Arps, Slate, Meagher & Flom LLP, from March through May 
2009.^ 

FTC staff first contacted Apotex in February 2009 as part of its efforts to understand the 
implications of the information it had learned about the later-listed ‘346 patent fi-om the FDA in 
January and February 2009. Apotex was an obvious choice to contact to explore these issues: it 
had filed an ANDA for a generic version of modafinil and was blocked fi’om entering by 
Cephalon’s modafinil settlements; it was already selling a generic version of Pro vigil in Canada; 
and its Vice President of Global Intellectual Property, Shashank Upadhye, had written a book 
entitled Generic Pharmaceutical Patent and FDA Law (Thompson West Publishing, 2010 ed.), 
and could likely provide expertise relevant to the questions of interest to the FTC. In particular, 
the later-listed ‘ 346 patent and its potential effect on generic entry presented a novel issue for 


^SeeFTCv. Cepahlon, /nc.. No. 2:08-cv-2I41-MSG (E.D. Pa. filed Feb. 13, 2008); 
Apotex, Inc. v. Cephaton, Inc., etal.. No. 2;06-cv-02768-MSG (E.D. Pa. filed June 26, 2006). 

^See Brau Deck Tff 5, 7, 8, 1 0, attached as Exhibit C to Petitioner FTC’s Motion for 
Leave to Supplement the Record and to Enforce the Subpoena jfd Testificandum Forthwith. 
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FTC staff, and by contacting Mr. Upadhye, staffhoped to gain insights into the applicable legal 
firamework. 

Staff was primarily interested in two threshold questions in February 2009, First, FTC 
staff sou^t to understand the regulatory significance of the ‘346 patent, and speciScally whether 
any first Slei^s) to the ‘346 patent could potentially block any second filers to the earlier-listed 
‘516 patent fimm entering the market This issue was relevant to the FTC’s ongoing 
investigation because if any exclusivity Watson might have with respect to the ‘346 patent did 
not block entry of other generic filers, then any agreement Watson mi^t have with Cepahlon 
was unlikely to harm competition Second, FTC staff sought to understand practically how a 
generic company would be aware of a later-issued patent so that it would be in the position to 
file an ANDA amendment on precisely the same day that the brand company listed such later- 
issued patent with the FDA. Put simply, FTC staff was trying to assess whether a generic 
company was likely to have such information independently or whether such information was 
likely available to the generic only as a result of collusion with the brand company to create an 
additional barrier to impede potential generic entry. The answers to these questions would 
influence the future of the ongoing investigation. 

From February 2, 2009, through March 3, 2009, Markus H. Meier, Assistant Director in 
the Health Care Division of the FTC and Saralisa C. Brau, Deputy Assistant Director in the 
Health Care Division of the FTC, had approximately four communications with Shashank 
Upadhye, Vice President, Global Intellecmal Property, Apotex, Inc, Mr. Meier and Ms. Brau 
called Mr. Upadhye on February 2, 2009, February 24, 2009, and March 3, 2009. Mr. Upadhye 
sent an email to Mr. Meier on February 3, 2009. 
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The topics discussed during these communications were: (1) Cephalon’s listing of the 
‘346 patent; (2) whether Apotex had submitted to the FDA an amended ANDA containing a 
Paragraph IV certification as to the ‘346 patent; (3) Apotex’s analysis of whether any first 
filer(s) eligible for marketing exclusivity on the later-listed ‘346 patent would block Apotex’s 
ability to launch generic Provigil; (4) what it would take Apotex to launch a generic version of 
Provigil in the U.S., assuming it was interested in doing so; and (5) how a generic company 
could know the date on which a brand would list a later-issued patent with the FDA so that it 
could try to be a first filer by submitting its amended ANDA with the FDA on the same day. 

In addition to the four earlier contacts with Mr. Upadhye, on March 13, 2009, Mr. Meier 
and Ms. Brau called Mr. Upadhye regarding the possibility of a business arrangement between 
Watson and Apotex. This call to Mr. Upadhye was a ^rect result of a conversation that took 
place earlier that day with Watson’s cotmsel, Mr. Sunshine. From March 2, 2009, through 
March 13, 2009, Mr. Meier and Ms. Brau had initiated a number of telephone calls to Mr. 
Sunshine to discuss developments in the modafinil investigation.'' During these conversations 
with Mr. Sunshine, FTC staff posited hypothetical scenarios to determine if Watson could profit 
from relinquishment of any modafinil marketing exclusivity for which it might be eligible, 
including scenarios where Watson relinquished any such exclusivity to potential new entrants 
into the market. In the context of these discussions, and in response to a question from Mr. 
Meier, Mr. Sunshine affirmed that Watson would be interested in hearing from a third party, 
Apotex, about a business proposal relating to relinquishment, and Mr. Sunshine then identified 
Watson’s General Counsel, David Buchen, as the appropriate contact person. 

*See Brau Decl. Iff 5, 7, 8. 
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After receiving Mr. Sunshine's explicit approval to put Apotex in touch with Watson 
concerning potential relinquishment, FTC staff then called Mr. Upadhye on March 1 3, 2009, to 
inform Apotex of Watson’s interest and that if Apotex were likewise interested, he should 
contact Mr. Buchen at Watson. The FTC did not ‘"broker a deal” between Watson and Apotex. 

In fact, after informing Apotex of Watson’s interest, with the express assent of Watson’s 
counsel, Mr, Sunshine, the FTC played no further role in any discussions between the two 
companies. The FTC did not attempt at any time to propose terms or otherwise direct the course 
of the discussions between Apotex and Watson. 

From approximately March 1 8 through May 6, 2009, Mr. Meier and Ms. Brau initiated 
periodic follow-up calls to Mr. Upadhye of Apotex to inquire about the status of the discussions 
with Watson, These calls occurred on approximately March 1 8, March 30, April 7, April 22, 
and May 6, 2009, The reason for the calls was simple: if, on the one hand, Watson were to 
relinquish its potential exclusivity, the FTC’s ongoing investigation about whether Watson had 
agreed with Cephalon not to relinquish its exclusivity would have been resolved, leaving nothing 
further to investigate. If, on the other hand, Watson chose not to relinquish its potential 
exclusivity, the FTC would need to assess whether the reason for the decision was attributable to 
an unlawful agreement with Cephalon not to relinquish. On May 6, 2009, Mr. Upadhye told Mr. 
Meier and Ms, Brau that discussions with Watson had stalled and that Watson did not appear 
interested in pursuing a business arrangement with Apotex. 

At no time during the course of any communications with Apotex did the FTC reveal to 
Apotex any confidential information provided to the FTC by Watson. Althou^ staff cannot 
specifically recall if Watson’s name came up in any telephone conversation with Mr. Upadhye 
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before March 13, 2009, Watson’s name did come up after March 13, 2009, once the FTC had 
received Mr. Sunshine’s explicit approval to put Apotex in touch with Watson concerning 
potential relinquishment. FTC staff did not improperly reveal any confidential FDA information 
to Apotex. 


Respectfully submitted, 

As to Objections: 

DAVID C. SHONKA 
Principal Deputy General Counsel 
(D.C. Bar No. 224576) 

JOHN F. DALY 

Deputy General Counsel for Litigation 
(D.C. Bar No. 250217) 

LESLIE RICE MELMAN 

Assistant General Counsel fttr Litigation 

p.C. Bar No. 266783) 

MICHAEL CTERGMAN 
(D.C. Bar No. 437994) 

202-326-3184 

RUTHANNE M. DEUTSCH 
(D.C. Bar. No. 498091) 

202-326-3677 

Attorneys 

Federal Trade Commission 
600 Pennsylvania Ave., N.W. 
Washington, D.C. 20580 
Fax (202) 326- 2477 

Dated: July 21, 2010 
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VERIFICATION 

I, Markus H. Meier, declare: 

1 . I am the Assistant Director of the Health Care Division in the Bureau of Coinpctition of 
the Federal Trade Commission and make this verification on and for its behalf As 
Assistant Director of the Health Care Division, I have overall supeivisory responsibility 
for the Commission’s investigation of Watson, 

2. I have read the foregoing Petitioner Federal Trade Commission’s Responses to First Set 
of Interrogatories of Respondent Paul M. Bisaro. 

3. All of the information contained in the foregoing is either based on my personal 
knowledge or facts I have learned in my official capacity. 

4. 1 am informed and believe that the matters stated therein are true and correct and hereby 
certify that the foregoing answers are true to the best of the Federal Trade Commission’s 
present knowledge, information, and belief. 

1 declare under penalty of perjury that the foregoing is true and correct. 

Executed this 21" day of July, 2010. 


Markus H. Meier 
Assistant Director 
Bureau of Competition 
Federal Trade Commission 
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IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF COLUMBIA 


FEDERAL TRADE COMMISSION ) 

Petitioner, ) 

) 

V. ) Misc.No, l;I0-mc-00289(CKK)(AK) 

) 

PAUL M. BISARO, ) 

) 

Respondent. ) 


>EC1 


■w iKV n minmi u ty.n a >ra Ki 


Pursuant to 2i U.S.C, § 1746, Richard A. Feitistein deciares as follows: 

1 . I am the Director of the Federal Trade Commission’s Butean of Competition vdierc I am 
responsitte, among many other thSigs, for supervising all investigations and law enforcement 
acdons that are undertaken by that Bureau. Ihave held this position since May 3009, 

2. I offer this Declaration in order to clear up any misconceptions that may exist regarding 
the Commission’s processes and procedures and to emphasizn that, contrary to allegations and 
insinuations that have been made by Respondent in this matter, nothing improper has occurred in 
the Commission’s investigation of Watson. 

Commission Processes Preclude Inappropriate Investigations 

3 . At the outset it is impcatant to note that the Conamission’ S organizational structure and 
processes are designed to make sure that all investigations arc Undertaken in the public interest 
and to piBclude the possibility of any investigation beit® undertaken for an improper purpose. 
The Commission is a law enfoarcement agency headed by five Commissioners who are ^pointed 
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by the Presidert for seven-year staggered terms. No more than three Commissioners may be 
members of file same political party. All major Commission actions - including the opening of 
investigations that require con^nlsoiy process (like the subpoena at issue in this case)^ require a 
majority vote of the Commission. 

4. Although 1 and my immethate staff congnise the "Front Office” of the Bureau of 

Competition and are ultimately responsible for the conduct of Cofflniissioii investigations, we 
have no authority to open (and close) preliminary law enforcement investigations without the 
approval of the Comniissionem. Afteraninvestigafionhas advanced to the point where stiff 
thinks sufficient evidaice exists to support a la w enforGement action, it must seek and obtain 
specific authority &om the Commission to proceed either administratively or in federal court. 
Even after the Commission opens an investigation, staff has no authority to issue subpoenas or 
civil investigative demands on their own. Each subpoena must be submitted to a Commissioner 
for review and can only be issued by a Commissibiier. 16 C.F.R. § 2.7(a). After a subpoena is 
issued. Commission redes allow a patfr to petjdonthe Commission to quash compulsory process. 
Rulings on such petitions ate decided by a sin^e Commissioner (not necessarily the one who 
issues the subpoeia in the first instance), mid ftie party may thereafter seek review by the entire 
Comnussion. 

3. In the jsesent case, the subpoena to Mr, Bisaro was issued by Cammissioner Leibowitz, 
Mr. Bisaro exercised his right to petition to quash the subpoena and he raised e^enfially the 
saine arguments that he has advanced in this proceeding. Fonnet Commissionei Pamela Jones 
Harbour considered these arguments and rejected them, Mr. Bisaro then appealed to the full 
Commission, which, after considering his arguments, unanimously rejected them as well in a 
detailed lefter ruling. A true and correct copy of that letter ruling is attached hereto as Exhibit 1. 
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Disclosures By Staff Id ContmissioD Invest^ations 

6. Almost all Commission investigations are non^ublic. This means fliat it is the 
Commission’s policy not to make publie announcements either oonfirming or denying the 
existence of any pending investigation except under very limited circumstances. However, it is 
appropriate, and often necessary, that in the course of seeking out infoimatioii, statf may make 
limited disclosures about the subject matta- and nature of a Commission investigation, or staff 
may use l^otiieticals to gain insights into the views of rnarketplace participants. bi fact, Mr> 
Sunshine's declaration reflects this process (at paragraph 15) where he notes that hfc. Meier 
“posited Certmn hypoflietical regulator scenarios” to hhn dbrii^a conversation. 

7. Thus, in conducting FTC investigations, staffroutineiy cornets people and entities that 
are knowledgeable about the companies, industri®, products, and markets that are fee focus of 
an inqui^. Such contacts frequently include not oiriy other government agencies that deal wife 
fee companies or industries, but also eustomers, competitors, and suppliers of the investigative 
targets. During these conversations staff asks questions that are designed to elicit mformation 
while protecting the confidential nature of the investigation. When staff inquires about a specific 
topic, it is difficult if not impossible to avoid all reference to the rekvmt facts of the 
iiivestigation. Accordingly, it is not suipri sing that people who are interviewed by the staff 
during an investigation may draw their own inferences front the intervifev. 

8. For example, in the merger context, fee Commiwion has a policy of not disclosing the 
Identity of flijns feat have fried pre-inerger notification reports wfe fee Coiiunission and the 
Department of Justice, No matter how eireumspecl staff is in its questioning, however, once 
staff asks questions about the state of competition between Firm A and Firm B. people to whom 
such questions are directed may reasonably infer that an inquiry involving Firm A and Firm B is 
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underway. Such inferences cannot be avoided by the Commission sta^ and ate an ordinary 
aaiseqtience cfthe investis^e process. 

9. In such citcumsiaitces, one naiural consequence is that third parties with whom the 
Commission staff has been in contact may commurucate with the merging parties and inquire 
about matters of mutual interest. Indeed, most GoramiMion challenges to problematic mergers 
are settled when the merging parties agree to divest overlapping assets to a third party. It is not 
unusual for that third party to be a person who has been interviewed by the Commission staff 
during the course of the Commission’s investigation; and in some cases the staff will — with the 
consent nr acquiescence Of the parties and widiout disclosing any confidential infoimation about 
the pending merger ~ contact tiritrs that might be potential acqtnrets of assets and encourage 
them to contact the merging parties. In such situations, the staff appropriately focilitates 
communications between business entities who then take the opportunity to negotiate a private 
tiansactiott flat may deviate a potential antitrust Concern. The fact that a par^ who has been 
interweWed by the Comrrussion staff coiitacts the suhject of the investigation mid ultimately 
negotiates (or attempts to negotiate) a busines deal does not mean thatstaff made any improper 
disclosure during its interview. 

The Commission’s Invesdgatioii of Watson 

1 0. I have read the pleadings and the court’s record in the present proceeding as well as the 
Answers to Mr. Bisaio’s Interrogatories that Mr. Meier has prepared. Based on tiiis review, I see 
no cvideime that Mr. Meier or anyone else in the Comrtiission has engaged In improper — or even 
out-ofr-the-ordinary — conduct with respect to any aspect of tire investigation. 

11. Atito cote, the CoinmisSion’s investigation seeks an arrswer to one simple questiom 
Assuming Watson has exclusiviW rights in coime^on with the ‘346 Pateng has Watson (a 
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generic pharmaceutical manu&cturer) agreed with Cephalon (a brand name ihanuScturer with 
patent rights) not to relinquish those rights to a third par^ in violation of the antitrust law? In 
other words, is there an agreement between Cephalon and Watson to restrain trade in generic 
modafinil? 

12, Despite the staffs repeated efforts, Watson never provided the Commission with a 
straight-up, swom. answer to the question of whether it had an agreement with Cephalon that it 
not refflnquish. This left the staff with only two possible ways to get an answer to this question. 
Either it could observe whether Watson acted in a way that precluded the possibilii^ of such an 
agreement (i,e., Watson could enter into an ^cement relinquishii^ those rights to a third patty); 
ot staff could continue to pursue a full investigation to try to detetmine directly whether an 
illegal agreement existed. 

13 , Contrary to the inrinuation in Pars^aph 15 of Mr. Sunffiine’s Declaration, there is 
nothing unpKtper, or even extraordinary, about Mr. Meier “suggestling] that Watson should 
relinquish exclusivi^.” Such a "suggestion’’ wasUothinginore than a statement of the obvious: 
if Watson letinquished exclusivity, it would prove dial it had no agreement Wift Gephdon 
pwhibiting relinquishment - thereby leaving nothing for the Commission to inyesfigaie^ Absent 
such relinquishment (and in light of otiier facts), the staff could reasonably infer that an 
agreement not to waive excluavi(y might exiat. and that ittherefbre nealed to investigate the 
matter further. Thus, a statement hy Mr. Meier that Watson’s &lure to waive exclusivity might 
lead the “Ftont OESce" - Le., the Bureau Director’s Office — to continue the investigation 
reflects a common-sense assessment of the likely investigative decision of the Bureau. 

14, Finally, I note that in his answers to the interrogatories, Mr, Meier has declared that 1) 
Mr, Sunshine gave h*. Meier pennissaon to talk to Apotex ^ut Watson (a fact that Mr. 
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Sunshine ornitted &om his d^larUhon); 2) prior to Mr, Sunshine giving that petmissioti, Mr. 
Meier does not recall discussing Watson with Apolex; and S) Mr. Meier did not improperly 
disclose any confidential infbnnalion to Apotex. Mr. Meier is a senior FTC attorney who has 
Spent 1 8 of his 20-year legal career at the FTC s Bureau of Competition, Before he became a 
lawyer, be was a security ofBoec in the U.S. Army with a Top Secret clearance charged wdth 
protecting nuclear secrets. Thus, Mr. Meier knows how to handle confidential information 
without d^osing it. 


Pursuant to 28 U.S.C. § 1746, 1 declare under penalty ofp^ury that the foregoing is true arid 
correct. Executed on the 21st day of July, 2010, 



Bureau of Competition 
Federal Trade CoBunisSiori 
Waslnngtou, DC 20580 
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Exhibit 1 to Feinstein Declaration 
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UNTIH^STATBS CVnUiIEIUCA 

ITBDERAL TRADE COMMISSIOK 
WASHlNOTON,^D.C i05M 


Office of tbe Secremy 


April 2, 2010 

Watson P^aniiaceutic^, inc. 
c/o Steven C, Sunshiny Esq. 

Skadii^D, Alps, SMe, Me^tet & FIqiq LLP 
1440 New York Avenne NW 
Waslungion, DC 20005 

RE: Request for Review of Ruliiig Denyteg Pedtimi to Quash Subpoena Ad 

Testiflearubm Dated July 22, 2009, PPe No. 091-0) 82 

Dear Mr, Sunshine; 

This letter responds to your November 27, 2009 Request for Review n^equest"), by foe 
fail Conunission, of OieNovemba: 13, 2009 mlii^ by Commissioner Pamela Jones Harbour, 
denying the Petition to Quash the Subpoena Arf Testificandum, dated July 22, 2009, and issu^ to 
Paul M. Bisaio (“Petition”). lv&. Bisaio is the President and (^ef Executive OfEcer ofWatson 
Pharmaceuticals, bic. (“Watson”), and die Commission seeks his testimony in connection with 
an inttestigation of whether certain pharmaceutical companies, induding Watson, have entered 
into any agreements to forego relinquishing ai^ eligibili^ or rights thq; awy have to market the 
generic drug naodaSnii - 1.« , whether these companies, induding Watson, have emered into aj^ 
agreements that poteotialty constitute an “unfeir method of competition” in violation of the 
FedcmlTriide Commission Act. As you know, the market formqdaiinil (atk/aProvigil) exceeds 
$800 millton a yem, So, ifmultiple generic companies enteithe marketplace, cotrannms could 
save hundreds of millioite of dollars per year. 

The information the Commission may subpoena Isbrc^ in scope. Asa gmieml matter, 
“it is sufBdent if the iimu% is within the authmity of foe agency, the demand is not too 
indefoute and the infoimadon sought is reasonably necessary.” United States v, Morton Salt 
Co„ 338 U.S, 632, 6S2 (1950). Thus, in a petition to quash, the petitioner bears the burden to 
show that a subpoena is umeasonaUe, and where ‘“the agency inquiry is authorized by law and 
thematetialssoughtarerelevanttofoemquhy.diatburdenisnoteasilymet’” FTCv. 
Sjockefiller, 591 F2d 182, 190 (2d Cir, 1979), gHoring SRC v. Brigadoon Scotch Distiibvting 
Co., 480 F.2d 1047, 1056 (2d Or. 1973). cert, denied, 413 U.S. 91 5 (1974). Despite the 
Commission’s btoad authority, Watson refuses to produceMr, Bisaio for an investigational 
hearing. 
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The eommissioii has more than a siifBcient basis to seek Mr. Bisaro’s testimony under 
Mohon Salt. At iSSUe in the PeEtibn is whether the GOmmisSion can examine Mr. Bisaro to 
discover his knowledge about any agteenient Watson may teve that limits or testticts the 
exwcise of any marketing rights or exclusivities itmay have now or obt^ in the future vis-J-vis 
modafinii. Such an agreement, if it exists, cotiid be delaying genetic entry to the detriment of 
consumers, ' De^ite the Petition’ s repeated assertions that Watson has reached no such 
agreement and that it has confiTmed to the Commission diat no such agreement exists, other hicts 
raise questions about whether such an agreement exists. For example^ in its response to the 
Commission's civil investigative demand (“CID”). Watson identified an agreement that it said 
“may relate to” its ability to relinquish any exdusiiity rights relating to generic raodafinil. 
Watson, however, has repeatedly refused to clari^— either fhroi^ written responses or 
testimony - whether that SBreement would prevent or otherttdse limit its ability to leliiiqiush. 
Furth», although a company has approached Watson about relinquishing any potential 
exclusivity rig^ Watson qipeara dirinterested, and, accotding to one witness, would prefer to 
wait until 2012 to launch its own product. The extent to which this decision ^inconsistent with 
Watsixi’s economic interest is likely to shed Ihght on whether W^ti has entered into a 
potentialty illepl ^reement Mr. Bisaro is a logics pemon to question on this issue that goes to 
the core of the Contmission’s investigation. Watson has identhOed him as one of only two 
people who has knowledge of relevant events, the Commission has already taken the testirnony 
of the other person, and thecririca! question ofwhetoer Watson reached a potentialty Unlawful 
agreement remaiiis unanswered. 

Against this &ctu^ b^ground and given the Crnnmission’s broad power to compel 
infomiafion in invesEgariorts (xmdBCted pursuant to its law entorcement efforts^ we find that 
condacting an investigational hearing ofhh. Bisaro Is proper. Accordingly, and as explained 
mote fully below, we therefore day the Request 


* Courts have ejqueSsed great sttepUctstn of agreemeutsln whltli a generiernaouthetorer who is eligible fbrthc IBO- 
dayeaclosivityagreea'Withthehrantlediaaaufectiaernottorehliiquishorwaivodratejcclusivhy. Seg eg. Are 
aprofioxsem, 544 F5d 1323, 1339 ^ed. Clr. 2008) (freeing (hat ”the tally tegittaate altegstion by the plaintiffc 
was tSat the IStMayexchisivi^period had been uwiiiEeilated.'^; In re rama((fe« Curate Aniitnistlilig.,Ai9 P3i 
370, 401 (2d Cir. 2005) ("pS^ethink that an agreeaient to thra the dqrlioment ot the exclu^^’ period to (saeitii « 
patent monopoly power might well poustitute anticmiipeddve action outside the scope of a vah'd tuttent”); Artdrx a 
Sun, 421 F3d 1227, 1235 (llftCfr. 2005) (holding flHddehwdlicatsed plus putative apeemeia to refiainftom 
over mailtetjng a gehent batted aompedtoii horn enienng “wwdd exceed the scope of the pateiif fit: v. 

Cephalon.Iuc., No. 2d)8-cv-214t, mem. op. CE X>. Pa. Mar. 19, 20 10) (deolming to dislinss comptafat alleging ftat 
agreoinent to setae pneat iitigation and aferftgieliaqaislim^ of exclusivity rights is andoompetltivO- 
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Badcynmad 

PeOtion and Request relate to a Gemnussioji Investigation, 

[tjo deteonine wltether Cephalon, Inc., Teva Phannaceaticals, Ric. (and its afSliate Teva 
Pharinaseaticals USA,Ric.)i Bair Laboratodes, Inc., Ranbaiqf Laboistoiies, Inc., Mytan 
Phaimacenticals, he., Cadsbad Teebnohgy, Inc., Watson Pharmaceuticals, he,, or 
odiers have enga^d in any uohir methods of Competition that violate Section 5 of the 
Federal Trade CoinmiSSiDn Act, 15 U.S:C, Sec. 45^ as amended, by enterhginto 
agreements tegardingmodafiiul products.^ 

ModafinD is a ‘SVakefuhess-enbaheing” ditg that Cephalon, hc. (“Cephalon'*) has developed 
and laadteted under the brand name Ptovigil.’ Eads of die other entities idenliSed in the 
Conqnilsoty process resolution has developed and sought to market generic modafinil. The 
controvert ^ving rise to the Fetltioii: concerns the uiv^gation of certain ikets relatii^ to 
Watson Pharmaceuticals, he. (“Watson*^ and its development partner, Carlsbad Technologies, 
he. ("Tlarlsbad”) - in particular, obtaining the testunony of Paul Bisaro (“Petitioner”), Watson’s 
President arvd Chief Executive Officer. 


To that end. Commission staff is interested h any t^teements hetwei^ Cephalon and 
entities identified in the CoiUiUission’s compulsory process resolution to settle patent litigation 
associated with ModaBnil. Cephaion sued most ofthe entities named h the resolution, alle^g 
that they were infiringtog U.S, Reissued ^tentNe . 37,516 (“"S 16 Patent”) re&titlg to ptuvipL 
Tb^ patent inffir^ement alhga&ms ware based ou each ofthe entities nmned in tite resolution 
having filed Abbreviated New Thug ApplieationsfAKDA’5 withfhe Food and Ditig 
Administration ("FDA”) for generic modafinil, wdh a “Paragraph IV” certification that generic 
modafinil would not infiiagefiie '516 Patent- Each ofthe entities otiieriban Wateoa'C^bad 
filed their ANDA on the same day, and brfore any other parties. As “first filers,” these entities 
were eligible under ^pUcahle law for ISO days of joint mariteting exclusivity at such time tiiat 
the ANDA is appov^ Watson/Garlsbad were not “fimt filers,” but Cefbalon also sued 
Carlsbad fijrpatent inftingement after WatsonTOatlsbail filed theh' ANDA arid Paragraph IV 
certification. Cephalon settled each ofthe suits between late 2005 md 2006, With the Carlsbad 
setilementoccuiringon August 2, 2006.® OnEebriiaiy 13, 2008, the Commismem filed a 
complaint against C^halon, alleging that its settlciaentapeemmts, Which provided 
cojnpeosstimi tD the generic firms for fot^oir^ generic entry, were anticompetitive, an abuse of 


® Resdlution AuUioiizmg Use of Compulsory Ptocbss In a NonpcbllD Investl^on, File No, 061 10 I Kt (Aug. 30, 
20BS)- 

® Petition n 3. 

* ANDAs reflect c stoarttlined FDA approval proess Brat enables menufMurets of generic drags (i. e., those that are 
the “ImeqiBValent” of branded drugs) to rely on the safety and efficacy studies relating to the branded drag When e 
branded mtg is covered by one or rnora ptents, the company that sedrs to majJtcl the generic drag prior to the 
expnaiion of arty of those patmits may proceed to seek FDA grovel, but cettib’ tiiat tiiC generic version does not 
infringe tile patHiiB on tire brand-nmne drag, or that the pateols are invalid. This certrficaUon is a “Paragraph IV” 
ccrtiftcatitm. 

’Petition at 3 . 4 . 
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monopoty power, and mUawfiil under Section 5 of the FTC Act. fTCv. Cephalon, Inc., PS-cv- 
2141-MSG(ED,Pa.).‘ 

In December 2007, Cepbalon listed a new patent with the FDA relating to modafinil; 
U.S. Patent No. 7,297,346 C"346 Patenf ’). The si^sequent listing of the ’346 Patent leqniiBd 
the esdsfing ANDA ^plicantsfer moda&iil to inahe a oeitiEcation viS-d^vis the ’346 Pteent 
Vatson/Carlsbad filed a Faiagiaph IV cerdficBtion on Pie same day that the FDA listed the new 
patent, identi^ing the Cephaton/Cailsbad settlement agreement as the basis for non- 
ininngement of die *346 Patait According to the Petition, if Watson Were a “first filer" on the 
*346 Patent, it would be eligible &r die 1 SO-day marketing exclosivi^ for gtereiic modafinil/ 

Following these dcvcloptoents, Commissicm staff cordacted WatsOn m Marth 2009 aboirt 
its A34DA. Commission staff informed Watson that th^ wae ptimarily interested in 
detramming whether Watson had reached amr agreement relating to relinquishment of ar^' 
exclusivity rights it inight have with respect to generic modalinil, arid, if not, the basis for any 
decisionnot to waive such lights.' On May 19, 2009, the Cominisstoa issued a new CIQ to 
Watson and a subpoena ad testificandum to David A Buchen, WatsOn’s Seriior VicePrei^deiit, 
General Counsel, and Secretaiy. On May 22, 2009, the Commission issued a subpoena ad 
testficandum to Petitioner. Tte Commission also issued a CID and two subpoenas ad 
testficandum to Carlsbad executives,* 

Controversies, discussed mote below, ensued about foe adequacy of Watson’s CID 
responses, tiie necesaty of investigational hearings for the Watson executives, and the schedule 
oftfaesame. As a result of these discussions, Mr, Buchen ultimstely appeared for a bearing, hi 
contrast, Mr. Bisaro refused to appear and filed a petition to quash, which Commissioner 
Harbour denied on November 13, 2009. Pursuant to Commission Rule 2,6(fl, 16 C.F.R, § 2.6(f), 
Mr, Bisaro Ites now asked foe fiiU Commission to review Commissioner Htebour’s ruling. 


Analysis of PetitioiKa-’s I.,eyal Ohiectiana «n Suhpiiena 

The Suprtetie Court made dear that fhe Commission has a right to conduct an 
investigation “if foe mquiry is wifoln foe aUfootiD' of tiie agency, foe demand is not too 
indefinite and foe infotmation sought is reasooah^ relevant" U.S. v. Morton Saft Co., 338 U S. 
632, 6S2 (1950), This standard applies to administrative subpoimas issued by foe C ommis sion. 
See, e^., FTCv. Texaco, Inc., 555 F.2d 862, 872 (D.C. Cir. 3977) (en btmc)i Adams v. PTC, 296 
F.2d;8Sl,866 (SfoCh, 1963), cert. denied,3& V.S, 864(1962). In foe context of a 
CoDnciDis»Qn invcsd^oiy subpoena, “It]he law on this issue is well-established: so long as an 
agency acts vrithin its aufoority, requeste information relevam to foe lawfol mquiry, and makes 


Mlieilistrictcoiirtreceatly denied Ccphalon’smVtion to ditnmssUic coinplaka. XTGv. CegAo/ou /no, 0B-cv-214I, 
mem. ap. (EiD. Pa.Mar. 2?, 2010), 

'petition at S-y. 

’ Raptis Dec]., at2. 

’Petition at 7-8. 
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reasonable demands, the court mnsttg)hold the ValidiW of the adminislr^ve subpoena.” FIV v, 
SmerOionSuitmmhnCorp., 1991 WL 47104, *1 CD.D.G. 19911 q^rf965F2d 1086 D.C. Or 
1992), earn derded^ 507 U,S, 910 (1993). Petitionet carries a heavy burden to show that the 
subpoena should not be enforced. 

Petitioner does not challenge the CounnisSaio's authoriy to issue the subpoena. Nor 
does the Petition claim that the discovery sought is not “isasoiiably lelevanP’ or too indefinite. 
Rather, Petitioner clanns that tiK Commisaon is improperly using its compulsory process by 
being “unreasonable" in seddng las testimony. PettioiCTisoses five objections to the subpoena: 

(1) file resolution autboriziiig the compulsory isocess has already produced one lawsmt against 
Cephalon, and now cannot be used for the additional investigatoty process directed to Watson; 

(2) the subpoena onreasonahly demands infotttt^on that the Comm^sum already possesses; (3) 
^e subpoena unreasonably seeks testimony fioin the “apex" of Watson’s organiaation; (4) the 
subpoena was likely issued for an impropa' purpose; and (5) compelling Pelitiona to travel to 
the Commission offices in Washington, DC to Undago an investigational hearing is unduly 
burdensome.'" 

Because We find that none of these arguments is persuasive, we deny the Petition and 
Request in their enfiiety. We address each of Petitioaer’s five specific challenges below. 

I. 

We first address Petitioner’s threshold argument that the subpoena is improper because 
tile lesolutioniaUftoiimg the ciMi^^ry process has alrea% culminated in one enfbroemart 
action." Petitionet pmvides no legal support for this proposition. ACominissionrKOlution 
authorizingcompnlsoty proc!^ for aninvesti^tion does not, as a mSter of kw, expire 
mrtomatically upon the filing of an enforcement action or because some litigafion regardir^ 
related subjects may have commenced. See, e:g., Linde Thomson Langtvortfy Kofm & Van 
Dyke, P.C, v. Resolution Trust Corp., 5 f 3d 1508 (D.C. Cir, 1993). To the contrary, multiple 
actions might he taken as a result of infoimatian obtained thioi^ compulsory process stemming 
fiom such a resolution. Moreover, as indicated above, the concerns that prompted ihe 
Coromisaon’s omrent investigation relating to the ‘346 Patent differ in scope fiom those fiiat 
pronyited its investigmion of the ‘pay-for-dkay” settimnent t^reemehts rdating to the ’51 6 
Patent However, both components of the investigation clearly tail within the bread parameters 
of file compulsory process resolution, to. , “[tjo detertninc wbkher . , , Carlsbad Technology, 

Inc., Watson Phaimaceutir^s, Inc., or others have raga^ in any unkir methods of competition 
thatviolate SectionSof the Federal Trade Commission Ad, 15U.S.C. Sec 4S, as amended, by 
entering into agrdmeots regaidhig modafinil products.” As a result, we reject Petitioner’s 
argumdit that berause “tile Coimiussioniesoltuion authofiring cpmpulsoty process in 
connection With the above^reibreticed matter has already culminated in a lawsuit," it “may not 
now be resurrected to butdenWatBon.wifh additional process.”'" 


’’Request at 3. 
’’Request at 3. 
"Request res. 
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n. 

We ton nextto PetitioDer’s ai^ument *l'nt Oie siSipoena compelling Ms teetimony is 
tmieasonable because it demands Moanadon fiia;^ he cantends, the GomiBission abteady 
possesses. While Watson has provided tl» (Smtanasib# infbcni^on islsting to the ’346 Patent, 
PetiSonet has not shown fliat his tesliraow will shed no addifiornal light on matters that M 
within the scope of the Commission’s investigatorj' concerns. As a key executive of Watson, 
Petitioner’s tesdmony may well be tiselul m elabotoing on die Infoimatibn oi explaining 
televantcircumstoiceB. Under the broad standard applicable to the investigatory process. 
Commission staff is entitied to question Itedtioner to detennine if he has any additional televsuit 
information, 

indicated above, die investigation related to the ’346 Patent focuses on two critical 
qu^dons; (I) whether the company has entered into any agreements that restrict it fem 
telinqulshingany exohrsivtty it may have in connection with that patentj and (2) if not, why the 
company is not pursuing potential^ lucrative arrangements with third parties concerning 
relin|uisluneiit. hi connection with these issues, and as indieated above, tire Commission issued 
CIDs to Watson and Carlsbad on May 19, 2009, and subpoenas ad testificandum to two 
executives at each company, including Petitioner. Petitioner contends that Watson “felly” 
responded to “each and every” inquiry in tile Cff) directed to it, and that because Mr. Buchen 
continued the company’s responses during his investigational heating. Petitioner’s testimony is 
utmecesMly.'^ The record however, leavra ctoain open questions. 

On the first issue of interest, one of the CID specifications directed to Watson reqiured 
the company to “[ijdenti^ and provide one copy of each ^reement, whetherWiiton or oral, that 
prohUiitibloclcSi prevents, compromises, or limits many way Watson or Carlsbad’s ability to 
mfinquisheligibilily to claim 180-day Maricetmg Exclusivity tor Genetic Provigil,” and to 
identic “[t]he poftion{s) of the agreonent that prohibit or Ihnit Watson mr GailaW’s aWlity to 
relinquish.”'’ hi response, Watson identified its settlement agreerneitt wttii Cephalpnas the only 
egrctoient that “tiiay relate” to its ability to relinqitiSb, but toled to identi§r the portions that 
paoliibit or limit its ability to relinquish.” In response tofellow-up questions by staff designed 
to elicit complete answers, Watson sinqily stated that the seMknmnt agreement “speaks fta 
itself ” awt biting attorney-client privn^e, rcfiised to pmvide any intonuatitm about Watson’s 
undetstandingof how that agreement might relate to marketiag exclusivi^.” As for 
Mr, BuChen’s investigational heaimg, he identified an indemnifiCBtiaii provision in the Cephalon 
settlement agreement tiiat ' 'mi^ relafe to the investigation,” hut deefined to answer questions 
about any other provisions, including Whether the stetleraent agreement limits Watson’s ability 
to relinquish exclustvify.” Against this backdrop, it is reasontole for the GommissiOn to seek 


Petition at 16. 

“CIPto Watson, FTCFiieNo. 0610182 (issued May 10, 2(IDS>. 
'‘Watson Respoasesto ClB. FTC Pile No. 0610182 (June 10,2009). 
'^Leto honi Maria A. Rnptis to Saiallsa Binu (June 1 7, 200^ 
’’Buchan Transcript at 47, 50-51 . 
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testinlony fiortt aitiitioiial witnesses on these issues. WatsoniBs identified Petitioner as tfie only 
other person other than hft. Buchen who is knowledgeable about the issues and it is dierefore 
logicsd to seek his teshmony. 


Cta die second issue of interest; one of the CID specifieations required Watson to 
“[i]denti^ each company with which Watson had contact relath^ to *. . el^Klity to claim 1 gO- 
Marketing Exclusivity for Generic ProvigH; or the rrfinquishfflent thereof,” and “[wjhether 
Watson entered into an agreement as a result of these discussions, and the reasons fijr Watson’s 
decision."” In response, Watson identified a paidcukr company with which it had discussions, 
stated that specific terms were not discussed and that no agreement ot decision had been 
reached, but ^ed to provide any rationale.” hi response to fi)iloW-up questions by s^ff 
designed to elicit complete answers, Watson again ^led to provide die infoimation sought, 
based on attorney-client privilege.® Yet at Mr. Butdienls mvestigational hearing; he provided at 
l^t two rationales fornot pursuing relinquishment: (1) discussions with the companystopped 
after issuance of die Commission’s process, and (2) his own business view that Watson would be 
in ahetter position to launch its own produeti^* GiVen this mfbnnatton, after Watson’s initial 
response ^led to explain its decisbn and its follow-up u^XihEe felled to provide the requested 
information based on privilege, we ag^ find that it is reasonable fiar flis Commismon to pose 
questions to Petitioner to determine what he knows. 

We recognize that questions directed to Petitioner about whether Watson has an 
agreement (hat in some w^ limits its ability to relinquish any mariceting mrciusivity rights it has, 
as well as about the basis for miy decision Of Watscn not to idiriqmsh any such rights, mrgi 
hnpUeate privileged communications. However, that does not provide a basis upon which to 
quash the subpoena for his tcstimory in its entirety. Rather, tire proper procedure is fin (1) the 
investigational hearing to take place; (2) Petitioner to assert the privilege (as he believes it to be 
applicable); aial (3) Commission staff to esfebhsh fects through questioning to determine 
vdiethra Petitioner’s assertion is proper. 


ra. 

Petitioner also suggests that the subpoena directed to hitti is umeasonable because, as 
President and CEO of Watson, there is no reason to believe that he has personal knowtedgeof 
rdevarit information that cannot he obtained through other rrreans,^ Petitions provides nOcase 
law indicating that the so-called "apex doctrine” optics in an adaiinialiative inveatigation. Even 
assuming, without deciding, that the principle mi^t apply, we find that it does not provide an 
adequate basis to quash the subpomia here. 


'•ClDtQ Waisoii, FTCFfle No, <1610182 (issioed May 19,2009). 

” Watson Respomes to CID, PTC FUe No, OSl 0182 (June 10, 2009). 
” Letter froin Merie A Raptls ;to S&ialisa tiraU (Tune 1 7, 2009), 
Buchen Transcript at 33, 67-68. 

” Petition at 17-19; Request at 3, 
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As apreliininaiy rnatter, we note fliat higb-ianking execatives are, of course, not 
insulated ftom discoveiy. Six West R&ail Acquisition, Inc. v. Sony theatre Mgmt. Carp., 203 
PJtP. 9S, 102 (SiD.N.Y. 2001). Even vdien such ^executive denies having persona] 
Snowledge of relevant issnes, the examinmgpaiiy may test such a ctairsu Id. 

In the cuireiit investigalioti, the: Coinrrusnon has alrrady sou^t infonuatrbn through a 
GID to Watson, QuoU^ a ClD to Cailsha^ Ouough an invKtigationnl hearing of Mr. BuUhen, 
and through an investigational hearing of a Carishad executive. Petitioner is another lo^cal, 
po^le source of reievant htfbtinatioiu since Mr. BUchen identified him as tire Only person rnth 
whom hfe. Buchen had discussions r^ardingpoterttial relinquislunenL in aihiition. Petitions 
has personal knowledge of conversations that he had witii hfr. Buchen, as well as other factual 
informatioa that may not have been discovered yet and may not be privileged. Therefore, even 
rmderthe striiigent standards Petitioner st^esls apply to administiative investigations, the 
investigational hearit^ requested here is warranted. 

To summarize, we find no basis for Peritioner'sassertiou that the sul^oena is 
“vmrrasonable” in requesting Mr. Bisaro’s testimony. Acoordingiy, we reject Petitioner’s 
arguments to the contrary . 


IV. 

Petitioner thnher contends that the suhpoethi is improper because it Was issued for an 
improper purpose, rVa, “to pressure Watson to relinquish any exclusivity rights it may have, and 
thereby sUterr^t to en^eet gaietic entry into die modafinil tnaricet.’’^ In particular. Petitioner 
asserts that Cammission staff threatened to cOntmUe its investigation of Watson if the company 
did not relinqUiah any exidusivity rights it has, and carried out that threat by issuing the process 
at issueinthe Petition. 

These auctions are baseless mid do riot support tire Petition’s asseitian that the 
subpoena was issued for an improper purpose. Ihe subpoena was issued pursuant to a valid and 
extantresolution “It]o deterinine whetiierCephaloiuInc., ... Carlsbad Technology, Inc., Watson 
Pharmaceuticals, or others have engaged in any un&ir methods of competition that violate 
Sectinn S of the Federal Trade Commission Act, 1 S U.S.C. Sec, 45, as amended, by entering into 
agreements regarding modafimi products,” Pursuant to that lesoluthm, the Commission is 
authorized to mvestigate whether Watson has entered into any agreements relating to 
relinquishment of any marketing exclusivity rights that it may have for generic modafinil, aiul, if 
not, whether it intends to relinquish such rights, lii such an investigation. Commission staff may 
explore or suggest certain actions that tnl^ n^te any anticompetitive concerns identified. We 
find that isstung a subpoenafor the testimony of thePreadentand CEO of Watson about any 
company agreements and discussions With third parties with regard to relinquishment - atier first 
issuing CIDs to the company and receiving the testimony of another of its executives - is clearly 
a proper purpose. 


"Petiflonaw. 
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V. 


Pinally, Petitioner contends that ifhis hivcstigahonSl hearing is to ptocee4 it is “unduly 
huidejisome’’ forjiim to appeat at PTC oigces in Washiagbffl. D.C. as cppoaed to his place of 
lesidtaee," Petifionct prtsvides noaiii^ More than a genetallzed assation of hurden. and does 
not explain how hiS travel to and participationiin m investigational hearing in Waabthigton, D.C. 
is unduly buidensome. On tile outtent reocrd, we therefore rtgcet Poddoner^a retpjest that the 
invesdg^ond hearing proceed at a location other Man the ]^C's offices in Washin^n. 


Condnsion and Order 

For all (rftheforegoingreasons, IT IS HEREBY ORDERED THAT the Request be, 
and it hereby is, DENIED. 

rr lS FURTHER ORDERED THAT Petitiona: appear on April 15, 2010, for an 
mvestigational hearing in Washington, D.C., unless otherwise agreed to by Comniissioa staff. 


By direction of the Conunissiou. 


Donald S.aark 
Secretaty 


Fetibon ai 19; Request at 3. 



139 


IN TME UNITED STATES DISTHICT COURT 
FOR THE DISTRICT OF COLUMBIA 


) 

FEDERAL TRADE COMMISSION ) 

) 

Petitioaer, ): 

) 

V, ) Miso.No. l;10-nic-00289 fCKK)(AK) 

) 

PAULM.BISARO. ) 

) 

Respondent. ) 

) 

DECLARATION OF SARALISA C. BRAU 
Pursuant to 28ir.S.C. § 1746, SaraKsa C. Brau declares as follows: 

1 . l am a Deputy Assistant Director in the Heajtii Care Division witliin the Bureau of 
Gompetitian of the U.S. Federal Trade Conradssion (“FTC" or ■‘Commission”). I have day-to- 
da^ supervisory rteponsibility over ihe Cotnmissian’s modaEnil investigation. 

2. I submit this declaration in support of the Cominissian’s Motion for Leave to 
Supplement the Record and to Enforce the Subpoena Ad Testificandum Forthwith. The facts set 
forth herein ate based on my personal knowledge or infoimation made known to me in the 
course of my ofSdtd duti^. 

3. The CommiBsioii opened the modafinil investigation in 2006 to determine if 
Cephalon, inc. (“Cephalon"), Watson Pharmaceuticals, Inc. (“Watson”), and certain other 
generic companies had antsed into unlawfirl agreements to delay die introduction of generic 
varsions ofProvigil, Cephalon’s branded modafinil product. The initial phase of the modafinil 
investigadon focused on tlm generic companies’ challenges to Gephalon’s U.S. Resissued Patent 
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No, 37,5l6(“tiie ‘51 6 patent”) and Cephalon’s 2005-2006 settlements of the ‘516 patent 
litigation, under which Watson and the other generic companies agreed they would not market 
generic modafiml until 2012, The initial phase of the Commission’s modafintl investigation 
cuhninated in the filing of afedeial court complaint against Cephalon (hut not Watson or the 
other generics) in February 2008, whieh is currently being litigated in the Eastern District of 
Pennsylvania, See FTC v. Cephalom iHe.,No. 2:0 S:-dw 214NMSG, 2010 U,S. Dist. LEXIS 
29£>0S (BX). Pa, Mar. 29, 2010) (denying motion to dismiss). After filing the complaint, the 
Commission’sinodafinil investigafion reniained open, albeit inactive. 

4. The most recent phase of the modafinil investigation began when, in January 

2009, Commission stdf first learned that Cephalon had filed a new patent in the Food and Dmg 
Administration's (“FDA’s”) Orange Book covering Provigjl, U.S. Patent No. 7,297,346 (“the 
‘346 Patent”), and that Watson -on the same day- hadfiledaPar^raphlV certification 
against the ‘346 Patent claiming that the patent was either invalid or not infringed by Watson’s 
generic product. Based on my understanding of applicable statutes and regulations, these events 
created the possibility that Watson might be a “first filer” with regard to tlie ‘346 Patent. As 
“first fliers,” generic companies ate eligible for 180 days of mariteting exclusivity at such time 
that the FEhA gtante final ^roval to tiieir generic dmg applications. That Watson might have 
potential tuarketing exclusivity arising &om the "346 pateitt raised questions about whether 
Watson’s agreement not to market generic modafinil until 2012 might act as an additional 
impediment to generic modafinil entry by other generic companies. In light of these new facts, 
FTC steff resumed the modafinil investigation. 
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5. Between March 2 and May 5, 2009, Markus H. Meier; the Assistant Director of 
the Health Cate Division, and ! initiated several telephone calls to Watson’s counsel, SteVen C. 
Sunshine of Skadtfen, Arps, Slate, Meagher & Flora LLP. to discuss the latest developments in 
the Modafinil investigation. Those conveisations, and what did and did not occur as a result of 
those conversations, raised troubling questions about whether Watson had entered into a 
potentiallyper se unlawful agreement with Cephalon not to relinquish any modafinil marketing 
exclusivity it might have. Beginning in May 2009, the Commission issued additional 
compulsory piticess, including the subpoeta ad tesdficmdum to Mr, Bisaro, to resolve those 
questions. 

The Evidentiary Basis for thelnrvestigaftDD 

6. The evideaitiaty basis for staff's concerns about an unlawful agreement between 
Wateon and Cephalon not to islinquidi Watson’s potential exclusivity rights ceittered on two 
issues. First, in Section 2. 1 of the 2006 Settlement and License Agreement between Cephalon 
and Watson’s business development partner, Carlsbad Technologies, tie., (“the Settlement 
Agreement”). Watson had agreed not to “make, use, offer to sell, or sell, or actively Induce or 
assist any other entity to n^e, use, offer to sell, ot sell any Generic Modafinil Product within 
the Territory . , . To the extent that Watson’s agreement not to “actively induce or assist any 
other entity,” precluded it from relinquishing any exclusivity tights it might have, this provision 
could violate the antitrust laws as an agreement among potential competitors to block other 

' Settlemein Agreament § 2.1 (emphasis added). Although to the Commission’s knowledge the 
patties have not disclosed publicly the complete temis of the Settlement Agreement, Cephalon 
inolnded a redacted vetsibn (coiitaining the language quoted above) as Exhibit 1 0. 1 to its lO-Q, 
filed wth the SEC on bJovember 8, 2006, 
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generic compelitors from entering the maiket. See Tn re Cctrdiiem CD Antitrust Litigation, 332 
F,3dS96, 907-48 (6“’ Gir. 2003) (condenldag an agreement between a brand and generic 
company not to relinquish exclusivity as a per se violation of the antitnist laws). This 

pioviMOn of the Settlement Agreement had not been a focus of the initial phase of the 
investigation because Watson was not a first filer with regatd to the ‘516 patent, and was 
therefore not eligible for marksting exclusivity. That changed, however, after FTC staff teamed, 
in January 2009, that Watson was a firat filer with potential exclusivity rights arising from the 
later-listed ‘346 patent, 

7. Second, Watson appeared disincliued to pursue a potentially profitable tnisiness 
opportunity in which it could relinquidi any modafintl exclusmfy rights it might have in 
exchange Sir substantial eOmpensation. In a telephone conversation with Mr. Sunshine in March 
2009, Mr. Meim|fflsited hypothetical scenarios to explore whether Watson mi^ profit from 
lelinquishment ofany exclusivity rights it might have. Based on my understanding of the facts 
at the time, it sppeaied that relinquishment could be a more profitable option for Watson than 
wmting to launch its generic tnodafinil product under the terms of the Settlement Agreement. 

8. On Maich 13, 2009, Mr. Meier asked Mr. Sunshine if Watson would be interested 
in talking with a third party, Apotex, Inc. f ‘Apotex*) about a potential agreement to relinquish 
whatever marketing exclusivity ri^ts Watson might have. Mr. Sunshine afSnned that Watson 
would be interested in taUdng to Apotex about the possibili^ of reliuqni shment, and identified 
David Buchen, Watson’s General Counsel, as the person at Watson that Apotex should contact. 

9. If Watson chose to relinqui^ its potential exclusiyity, the FTC’s ongoing 
investigation about whether Watson had a^eti With Cephalon not to relinquish its exclusiyity 
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would have been resolved, leaving nothing further to investigate. In contrast, if Watson chose 
not to relinquish its potential exclusivity, the FTC wotrld need to assess whether Watson was 
acting independently or whether the reason for the decision was attributoble to an unlawful 
a^ernent with Cephaton not to relinquish. 

10, On May 5, 2009, Mr. Meia- and I called Mr. Sunshine to determme whether there 
had b«n any furOier developments retoting to Watson’s potential relinquishment. On May 6, 
2009, Mr. Meier and I placed a similar call to Apotex's Vice President of Global Intellectual 
Property, Shashant: Upadhye. Mr. Tlpahhye told FTC staffthat discussions with Watson had 
stalled and that Watson did not appear to be interested in pursuing a business arrangement with 
Apotex. Based on these conversations, by early May 2009, it appeared to FTC staffthat Watson 
was not interested in potential reliaquishment. 

1 1 , Watson’ s apparent decision to forego a potentially profitable businm 
ORiortuniq/ relating to relinquishment raised further questions to staff about why Watson was 
acting in a manner that speared to be contrary to Its own eoonoinic intereSL These questions, 
combined with staff’s concerns abcaU Sechon 2,1 ofthe Settlement Agreement, required further 
inVestigatiqn to assess whethef the reason for the decisitm was attributable to an mdawfid 
agreement with Cephaton not to relinquish. 

Watson Repeatedly Fails to Answer the FTC's Qnestions 

12, OnMay 19, 2009, the Commission issued narrowly targeted Civil Investigative 
Demands (“’CIDs") to Watson (the “Watson CID”) and its development partner, Carlsbad, to 
determine, inter alia, whether Watson is a par^ to any agreement that limits its ability to 
relinquish any marketing laiclusivity rights it may have with respect to generic Previgii. 
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1 3. Specifically, Specification 3 of the 'Watson CfD required it to identi^' "each 
agreeiuBtit, written or Oral, that ptriubits, hlocis, prevents, eonqjiomises, or limita in any way 
Watson or Carlsbad’s ability to relinquish eligibili^ to claim 1 804ay Marketii^ Exclusiidty for 
Generic Provigil,” as well as '‘[t]he portion(s) of the agreement that prohibit or limit Watson’s or 
Carlsbad’s ability to relinquish.” CPet’r’s Reply Mem. in Supp, of Pet. for an Order Enforcing 
Admimstrative Subpoena Ad Testificandum and Opp’n to Resp’t’s Mot. to Compel, 
Siqiplemental Pet. Ex, 2- (Doc. No. 20)) 

14. In its written rraponse dated June liO, 20W. Watson identified the Settlement 
Agreementas the only agreement that '’may telate” to its ability to relinquish, stating that “ta]ny 
relevant limitatioiis or restrictions are contained terein,” Watson, hovrever, did not identify the 
relevant portions of the agreement as required by Specificafion 3 of file CID. (Id at Ex. 2.) On 
June U,20091Conmiission3taffrespond6dw1hBlBttrato Watson’s counsel identr^idngthe 
deficiency of Watson’s initial CID response and again requesting that it identify the relevant 
portion of the Settlement Agreement as required by the CID, (Id at Ex. 3.) 

15. In a letter fi'om counsel responding to Commission staff on June 17, 2009, 

Watson again retused to provide the requested infOTmation, stating that “[t]he Agreement speaks 
for itselfi” and claiming privilege for “Wabon's analysis of. . . how the Agreement may relate to 
FDA marbefiilg exclusivity.” (Id. at Ex. 4.) 

16. During fire June 25, 2009 investigational hearing of David Bucheu, Watson’s 
General Counsel, Mr. Buchen identified an indemnification provision of the Settlement 
Agreement that “might relate to the investigation,” but refused to answb when asked about any 
other provisions. (/4et Ex.5,) Mr. Buchar also rriused to answer when asked whether the 
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SetUeraent Agreement limits Watson aWli^ toxeliiiguish any rights to marfceting exclusivity it 
itis^ have with reject to gChmC ProvigU, {M ) 

17. The May 1 9, 2009 Watspn CID also sought information lelatirig to Watson’s 

discussions with third parties regarding rdinquishment Speoificallyi Specification 4 reqtiired 
Watson to identity “each company with which Watson had contact relating to: . eligibility to 

claim 1 80-day Marlceting Exclusivity for tSeneric Provigil; or the relinquishment thereof,” and 
‘'[w]heth§r Watson entered into an agreement as a result of these discussions, and the reasons for 
Watson’s decision.” {Id at Ex. 2.) 

1 8. On June 10, 2009, Watson identified Apotex in its written response as a Sim wito 
which it had discussed relinquishment, stating that “[njo agreement or decision has been 
reached.” W^on,; however, didnotprovide theieasons asieqiiireahy Specification 4of the 
FTG’s Cnj. {id) On June 11, 2009, Comim'ssion staff ideniifiedtlw deflciency of Watson’s 
initial CIO response in a letter to couiriel, and requ^ed again ftat Watson provide file reasons 
why no agreement was reached wifii Apotex. {M at Ex. 3 ,) 

19. Again, W atson refused to provide the requested information. In a letter from 
counsel on June 17, 20D9, TVatson responded that the company’s decision “is inextricably 
intertwined with l^al matfers; Watson’s internal deliberations regarding tiiis matter implicate 
legal advice and are protected ftom disclosure by the attotney-client privilege.”(Jal at Ex. 4.) At 
his June 25, 2009 investigational hearing, however, Mr. Buchen identified for the first time two 
apparently non-privileged bases for not pursuing an agreement with Apotex, (/d. at Ex. 5.) Mr, 
Bucheti also identified Mr. Bisaro as the only person at Watson wifii Whom he had spoken 
regarding relevant discussions, with a finrd party about a possible d^ for generic Pro vigil. (Id} 
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Mr. Bisaro, as Piesidertt and CEO of E/atson, is well positioned to testify, among other things, 
about whether a potential business aiiangeraent with a third par^ to relinquish any modaiiml 
exclusivity is likely to be in the company’s economic interest. 


I declare under penalty of pequiy that the foregoing is true and eotrect. 


Executed on: July 21 j 201 0 



D^nty Assistant Director 
Bureau of CompeKdon 
Federal Trade Commission 
Washington, DC 20580 
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FTC antitrust blitz 

"Done deals” unraveled upon agency review of past mergers. 
Jenna Greene 

July 26, 2010 


There's no such thing as a done deal. That’s the message from federal 
antitrust enforcers, who in recent months have ramped up attacks against 
consummated mergers, aggressively breaking up already combined 
companies. 

in the past two weeks alone, the Federal Trade Commission (FTC) 
announced two consent orders requiring companies to sell off assets from 
past mergers deemed anti-competitive. Court cases are pending as well. 
The FTC in May filed suit against The Dun & Bradstreet Corp., targeting its 
purchase of a competing education data provider 15 months after the fact, 
while the U.S. Department of Justice (DOJ) has challenged Dean Foods 
Co.'s acquisition of Foremost Farms last year. "If evidence of an anti- 
competitive effect emerges, we'll take a look at that," said Richard 
Feinstein, director of the FTC's Bureau of Competition. "Our track record 
makes that clear." 

it's not new for the antitrust agencies on occasion to go after consummated 
deals. What's different is the number and variety of mergers under fire, 
from big deals like Fidelity National Financial Inc.'s $258 million purchase 
of LandAmerica Financial Group Inc.'s title insurance business to tiny 
transactions like Election Systems & Software Inc.'s $5 million deal to buy 
Premier Election Solutions Inc. 

Since the start of fiscal year 2009, the FTC has challenged seven 
consummated mergers. By comparison, during the previous five years, the 
FTC averaged just one complaint per year. 


As for the Justice Department, challenges to consummated deals have 
held steady — two so far in 2010, one in 2009, one in 2008, two in 2007, 
But there's been a spike in civil investigative demands — similar to 
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subpoenas — issued by the department, indicating heightened interest in 
the area. Seven such demands were issued in 2009, while five to date 
have issued in 2010, compared to two in 2008 and one in 2007. 


The explanation, antitrust lawyers say, is not a change in policy, although 
the activity surrounding consummated deals roughly corresponds to the 
change in administration. Instead, they point to the economy. "There are a 
lot fewer Hart-Scott-Rodino reportable deals. It means the staff has more 
time to look at consummated deals," said Jones Day partner David Wales, 
who was acting director of the FTC's Bureau of Competition from 2008 to 
2009, 

REDUCTION IN MERGER FILINGS 

The Hart-Scott-Rodino Act requires companies to notify DOJ or the FTC 
about large mergers — the current threshold is $63.4 million — prior to 
closing. Most of the time (though not always) antitrust issues are resolved 
during this review. 

But the number of deals subject to Hart-Scott preclearance review has 
plummeted during the recession. 

According to DOJ, in the 2009 fiscal year, a mere 713 such merger filings 
were filed — a 30-year low. That's a 60% drop from 2008, when there were 
1 ,726 notifications. The decline is even starker compared to 2007, when 
there were 2,201 reportable deals. 

Mergers have rebounded somewhat in 2010. With a little more than two 
months left in the fiscal year, about 890 deals to date have been granted 
so-called early termination — a green light to proceed — but it still puts 
201 0 on track to be one of the lowest in recent years. "It's unquestionably 
the case in the last couple of years that filings are down," Feinstein said. 
"That's given the merger shops some ability to devote a little more attention 
to transactions that are not reportable." 


But just because the deals may be small doesn't mean the allegations are 
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trivia!. For example, the FTC is currently awaiting a verdict in a case 
against Ovation Pharmaceuticals (now Lundbeck Inc.) in U.S. district court 
in Minnesota. 


The agency challenged Ovation's 2006 purchase of the drug NeoProfen 
from Abbott Laboratories — a transaction that originally escaped review 
because it fell below the Hart-Scott reporting threshold. The drug is used to 
treat a serious and potentially deadly heart defect affecting about 30,000 
premature babies a year. A year before buying NeoProfen, Ovation struck 
a deal with Merck & Co. for the rights to Indocin, which according to the 
FTC is the only other drug used to treat the heart condition. 

Ovation then raised the price of Indocin from $36 a vial to $500 (an 
increase of nearly 1 ,300%) and set the price of NeoProfen at $483. The 
FTC has charged the company with violating Section 7 of the Clayton Act 
and Section 5 of the FTC Act. It wants the judge to force the company to 
divest NeoProfen, and also to disgorge ail excessive profits ~ a rarely 
sought remedy reserved for the most serious violations. 

FTC Chairman Jon Loibowitz in a December 2008 statement called the 
company "immoral" and accused it of "profiteering on the backs of critically 
ill premature babies." 

Ovation's lawyer, Alfred Pfeiffer Jr., a partner in Latham & Watkins' San 
Francisco office, did not return a call seeking comment. 

Cases like Ovation that fall below the reporting threshold "are generally 
started by people calling up to complain," said O'Meiveny & Myers partner 
Richard Parker, a former director of the Bureau of Competition. He 
cautions clients whose deals fall below the Hart-Scott threshold that, post- 
merger, they "need to behave in a pro-consumer, pro-competitive fashion. 
Customers are watching, and they're not afraid to complain." 

it's not always customers who tip off the feds. According to The Capital 
Times of Madison, Wis., the Justice Department got wind of Dean Foods' 
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acquisition of Foremost Farms from University of Wisconsin Law School 
professor Peter Carstensen, an antitrust expert, who read about it in the 
local newspaper. 


In April 2009, Dean bought Foremost for $35 million, an acquisition that 
DOJ says gave the company 57% of milk sales in Wisconsin and parts of 
Michigan and Illinois and eliminated substantial competition in milk sales to 
schools, grocery stores and other retailers. 

In January, DOJ sued Dean, alleging violations of Section 7 of the Clayton 
Act. A Wisconsin judge in April called the government’s complaint "not well 
structured," but denied Dean's motion to dismiss. The case is now in 
discovery. 

Paul Denis of Dechert represents Dean in the case. While declining to 
comment on the matter specifically, he's noticed the overall uptick in cases 
involving consummated deals, "The [Hart-Scott] filings are way down. 
They're going to do other things," he said. "If they find a case in a 
consummated deal, they'll bring it." 

Even very small deals have recently come to the government's attention. 
For example, the Justice Department in March simultaneously announced 
a suit and proposed settlement with Election Systems & Software. The 
department and nine states objected to the company's 2009 purchase of 
voting equipment systems from Premier Election Solutions. 

The dollar value of the transaction was small — a mere $5 million — but 
the impact was outsized. DOJ alleged the deal made Election Systems the 
provider of more than 70% of voting systems in the United States, The 
terms of the settlement call for Election Systems to divest ail associated 
intellectual property as well as other Premier assets. Election Systems was 
represented by Joseph Krauss of Hogan Lovells, who did not respond to a 
request for comment. 


'Some companies have a naive view that, if you don't have to file a Hart- 
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Scott, you're home free, and that's just not right," said Cleary Gottlieb 
Steen & Hamilton partner George Cary, who was not involved in the case. 
"The government has always had the position that there's no such thing as 
a deai too smaii to worry about." 

A SECOND LOOK 

In a few rare cases, the transactions at issue have been above the Hart- 
Scott threshold. That was the case in one FTC action announced earlier 
this month. 

On July 16, the FTC charged that Fidelity National Financial's 2008 
acquisition of three LandAmerica subsidiaries for $258 million was anti- 
competitive. To settle FTC charges, Fidelity agreed to sell assets in the 
Portland, Ore., and Detroit metropolitan areas, and in four other Oregon 
counties. 

Fidelity was represented by Paul, Weiss, Rifkind, Wharton & Garrison 
partner Joseph Simons, who declined comment. 

What made the deal unusual was that, at the time of the purchase, 
LandAmerica had filed for a Chapter 11 reorganization in U.S. bankruptcy 
court in Virginia, 

Wales, who was acting director of the Bureau of Competition when the 
FTC reviewed the deai, noted that, in a bankruptcy, the assets being 
purchased could expire if the antitrust review drags on. "The government 
has to weigh the value of holding up a deal versus allowing it to go through 
and dealing with issues later," he said. 


In this case, the markets where competition was reduced made up only a 
small portion of the overall deal, which included 102 title insurance 
companies in 25 states. LandAmerica agreed to sell assets in Oregon to 
Northwest Title and those in Michigan to Data Trace, "i think it reflects on 
our ability to take a practical approach," Feinstein said. 


Jenna Greene can be contacted at fareem&aim.com . 
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UNITED STATES OF AMERICA 
FEDERAL TRADE COMMISSION 


COMMISSIONERS: Jon Leibowitz, Chairman 

William E. Kovacic 
J. Thomas Rosch 
Edith Ramirez 
Jnlie Brill 


Statement Of The Federal Trade Commission 
Concerning Subpoena Issued To Paul M. Bisaro 

Today the Commission filed court papers in support of its petition to enforce a subpoena 
issued to Paul M. Bisaro, CEO of Watson Pharmaceuticals. Inc. The Commission’s subpoena 
enforcement action followed its unanimous letter ruling, dated April 2, 2010, denying 
Mr. Bisaro’s petition to quash the Commission’s subpoena seeking his testimony and rejecting 
his argument that the subpoena was issued for an improper purpose. 

The Commission continues to stand behind its subpoena and its investigation. The 
investigation, which was initiated pursuant to a unanimously adopted Commission resolution, 
relates generally to a series of agreements entered among the branded drug company Cephalon 
and several generic drug companies to delay entry of generic versions of Provigil, a sleep 
disorder medication with nearly $1 billion in annual U.S. sales. As the Commission has alleged 
in a related enforcement action against Cephalon, these agreements cost consumers hundreds of 
millions of dollars a year. The Commission has substantial and legitimate concerns about these 
pay-for-delay agreements and their impact on consumers. 

As today’s court filing makes clear, the Commission issued the subpoena to Mr. Bisaro 
for an entirely proper purpose. The Commission sought to determine whether an agreement 
between Watson and Cephalon has prevented Watson from relinquishing certain regulatory 
exclusivity rights. Such an agreement likely would be a per se antitrust violation and have 
enormous negative effects on consumers. For this reason, the Commission sought the testimony 
of Mr. Bisaro. The subpoena was not issued “to pressure Watson to relinquish any exclusivity 
rights it may have, and thereby attempt to engineer generic entry into the [Provigil] market,” as 
Mr. Bisaro argued in his petition to quash the subpoena. The Commission continues to believe 
that it is entitled to Mr. Bisaro’s testimony in this matter. 
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IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF COLUMBIA 


) 

FEDERAL TRADE COMMISSION ) 

Petitioner, ) 

) 

V. ) Misc. No. l:10-mc-00289 (CKK)(AK) 

) 

PAUL M. BISARO, ) 

) 

Respondent. ) 

) 


PETITIONER FTC^S MOTION FOR LEAVE TO SUPPLEMENT THE RECORD AND 
TO ENFORCE THE SUBPOENA AD rESTIFICASDVM FORTHWITH. AND 
MEMORANDUM IN SUPPORT 


On July 13, 2010, this Court entered a Memorandum and Order finding that Respondent 
had made a “colorable claim” that the Federal Trade Commission (“FTC” or “Commission”) had 
engaged in misconduct by seeking Respondent’s oral sworn testimony in a law enforcement 
investigation issued pursuant to a resolution approved by the full Commission, Contrary to 
Respondent’s assertions, the Commission’s actions were carried out for legitimate law 
enforcement purposes in furtherance of the public interest - and, in one critical instance, with the 
consent of Respondent’s counsel. Accordingly, we submit this Motion to Supplement the 
Record in order to provide the Court with a more complete factual background, and to ensure 
that this evidence is available on the public record and not just to Respondent, The Commission 
also moves this Court to enforce its ^vih\)OQi\ 2 iAcl 'I'estificandum forthwith, as there is no 


remaining cause for delay. 
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For the reasons set forth below, we seek to supplement the record with (i) answers to 
Respondent’s two interrogatories sworn toby Markus H. Meier, chief of the Health Care 
Division (“Tnterrog. Resp.” attached as Exhibit A,); (ii) a Declaration by Richard A. Feinstein, 
Director of the Commission’s Bureau of Competition and former chief of the Bureau’s Health 
Care Division (“Feinstein Decl.” attached as Exhibit B), and (iii) a Declaration by Saralisa C. 
Brau, Deputy Assistant Director of the Bureau’s Health Care Division and the person responsible 
for day-to-day management of the investigation into potential anticompetitive conduct of Watson 
Pharmaceuticals, Inc. (“Watson”) (“Brau Decl.” attached as Exhibit C). Because the factual 
record amply demonstrates that the requirements for judicial enforcement have been satisfied, 
and for the reasons set forth in more detail below, the FTC also respectfully moves this Court to 
take all steps necessary to further the enforcement of the July 22, 2009, subpoena ad 
teslificandum forthwith. 

PRELIMINARY STATEMENT 

The FTC acted appropriately at all times during the course of this investigation. Further, 
Respondent has made no objective “showing” of misconduct, and the “extraordinary 
circumstances” that might justify discovery within the context of summary subpoena enforcement 
proceedings are not present here. Federal Trade Commission v. Carter, 636 F.2d 781, 789 (D.C. 
Cir. 1 980), The Commission takes this opportunity to provide the Court with the full story. The 
proposed submissions - the FTC’s Responses to Interrogatories, the Feinstein Declaration, and 
the Brau Declaration - demonstrate that; the law enforcement investigation giving rise to the 
subpoena at issue has been conducted in a proper and lawful manner that is fully consistent with 
the ordinary course of Commission practice; that the Commission did not try to broker any deal 
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between Watson and Apotex; that Watson’s interactions with Apotex are directly relevant to 
determine whether Watson is bound by an agreement not to relinquish any potential exclusivity 
rights; that there were no improper disclosures of confidential information made at any time 
during the course of the investigation; and, finally, that Respondent has impeded an ongoing 
Commission investigation, potentially causing harm to the public interest. 

As detailed below, and elaborated in the papers already on file with this Court, the 
requirements for judicial enforcement of the subpoena at issue have been fully satisfied. The 
FTC therefore respectfully requests that this Court, with a complete record now in hand, 
expeditiously resolve this matter pursuant to Local Civil Rule 72.3 so that the subpoena can be 
enforced at the earliest possible date. Respondent should be ordered to fulfill his legal obligation 
to cooperate with the lawful Commission investigation by sitting for an investigational hearing. 

STATEMENT OF FACTS 

The investigation giving rise to the subpoena in question, like all formal Commission 
investigations involving the use of compulsory process, required majority vote of the 
Commission. FeinsteinDecl. atH 3; 16 CFR § 2.7(a). On August 30, 2006, the Commission 
unanimously issued a Resolution authorizing the use of compulsory process in the present 
investigation.' The initial focus of the staff s investigation concerned a patent settlement 
agreement entered into between Cephalon, Inc. (“Cephalon”) and various generic companies 
involving Cephalon’s ‘516 patent. Interrog. Resp. at 3; Brau Decl. at H 3; see also Diet. No. 4 
(Mem. of P. & A. in Supp. of Pet. of F.T.C. for an Order Enforcing Subpoena Arf Teslificandum) 
at 4-5. 


' Resolution Authorizing Use of Compulsory Process in a NonPublic Investigation, File No. 
0610182 (August 30, 2006). Pet. Exh. 2 (Dkt. No. 3 at 10). 
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It was not until January 2009, that the staff first learned of a subsequently-filed Cephalon 
patent - the '346 Patent. Interrog. Resp. at 3-4; Brau Decl. at ^ 4. The agency's discovery that 
this second patent had been filed gave rise to a series of questions regarding the impact that such 
a patent might have on the competitive conditions in the market for generic modafinil - including, 
specifically, whether this second patent might be used to block generic entry. Interrog. Resp. at 4. 
At this point, the question arose as to whether Watson might have exclusivity rights with respect 
to a generic version of modafinil relating to the ‘346 Patent; and whether Watson had agreed with 
Cephalon not to relinquish or pursue those rights in exchange for a payment from Cephalon to 
Watson. Interrog. Resp. at 4, Brau Decl. at 1 4. Such an agreement would likely be a per se 
antitrust violation. See, inp'ct, at 8. Thus, the Commission’s investigation regarding potential 
anticompetitive conduct that might arise with relationship to the ‘346 patent began in January 
2009, before any contact with Watson’s counsel. 

In the ordinary course of pursuing the investigation. Commission staff talked to the Food 
and Drug Administration (FDA) and to Apotex, Inc. (“Apotex”)' to gather information needed to 
advance the Commission’s understanding of the ‘346 Patent and its effects on the marketing of 
modafinil and any generic version of that drug, and to discover whether there was any possible 
agreement between Watson and Cephalon concerning potential exclusivity rights held by Watson. 
Interrog. Resp. at 4, 7. That staff action was fully consistent with normal and customary 


^ As detailed in the Interrogatory Responses, Apotex was an “obvious choice” to consult because 
it had filed an ANDA for a generic version of modafinil and was blocked from entering by 
Cephalon’ s modafinil settlements, it was already selling generic modafinil in Canada, and its Vice 
President of Global Intellectual Property, Shashank Upadye, is a published expert in the field. 
Interrog. Resp. at 7. 
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procedure followed in the ordinary course of Commission investigations. Feinstein Decl. at ^ 10. 
At no time did staff improperly disclose any confidential information to the FDA, nor did staff 
improperly discuss any confidential FDA information with Watson or others. Tnterrog. Resp. at 
5, 11; Feinstein Decl. at^m 2, 14. 

More specifically, issuance of the '346 patent represented a novel situation to staff, 
Tnterrog. Resp. at 4, and a potentially new impediment to generic entry in the modafinil market. 
To the extent generic manufacturers obtained first-filer rights on this patent, and had entered into 
unlawful agreements with respect to those rights, it might allow them to block entry by other 
companies seeking to enter with a low-cost generic version of modafinil, causing further 
anticompetitive harm to consumers. Tnterrog. Resp. at 4; Brau Decl. at 4. That harm might be 
avoided if a generic company decided to relinquish any claim of exclusivity rights it might have 
on the ‘346 patent. But the FTC staff were concerned that Watson had lost the ability to do that. 
Indeed, Section 2. 1 of the 2006 Settlement Agreement between Watson and Cephalon could be 
read to prohibit Watson from relinquishing any new exclusivity rights it might have obtained 
based on any filing with respect to the '346 patent. See Brau Decl. at t 6. 

Tn March 2009, Mr. Meier, the chief of the Commission’s Health Care Division in its 
Bureau of Competition, contacted counsel for Watson, to probe whether Watson was willing to 
relinquish any exclusivity rights it might have. Tnterrog. Resp. at 9; Brau Decl. at t 8. The basis 
for this inquiry was staff s belief that relinquishment could provide Watson with a potential 
business opportunity and, at the same time, potentially save consumers of Provigil millions of 
dollars a year by facilitating entry of generic modafinil. Brau Decl . at \1. If Watson was not 
interested in relinquishing, i.e., was foregoing a potentially profitable opportunity against its 
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economic self-interest, the Commission would likely need to investigate further to assess whether 
that decision was based on an unlawful agreement with Cephalon or some other reason. Interrog. 
Resp. at 10; Brau Deck at H 9. Through a series of hypothetical questions, Mr. Meier sought to 
determine whether Watson would be interested in entering into a profit-maximizing agreement 
that would entail Watson licensing, relinquishing, or otherwise sharing whatever first-filer rights 
it might have. Interrog. Resp. at 9. Before the conversation ended, IVatson '.v counsel authorized 
Mr. Meier to contact Apotex regarding a po.'aihk deal between Watson and Apotex. Id. 

Not only did Mr. Sunshine, Watson’s counsel, expressly assent to Mr. Meier calling 
Apotex and inviting Apotex to contact Watson, Mr. Sunshine even identified Watson’s General 
Counsel, Mr, Buchen, as the person Apotex should call. Interrog, Resp, at 9-10; Brau Deck at 
H 8,” Contrary to Respondent’s allegations that the FTC was engaged in improper deal brokering, 
the Commission was providing Watson with an opportunity to disprove its reasonable suspicion - 
a suspicion based on language contained in the 2006 Settlement Agreement between Watson and 
Cephalon - that an illegal agreement to refuse to relinquish existed. Thus, with the express 
consent of Steven Sunshine, Mr, Meier and Ms. Brau thereafter contacted Apotex, Interrog, 

Resp. at 9-10. In that call, staff suggested that, if Apotex also thought any potential deal might be 
worth pursuing, it should contact Watson regarding a possible deal concerning generic modafmik 
Id. At no time did staff improperly disclose any confidential Watson information to any third 
party, including Apotex. Interrog. Resp. at 5, II; Feinstein Deck at 2, 14. 


’ These facts are omitted from Mr. Sunshine’s Declaration of July 30, 2009. Pet. Exh. 4 at 28-32. 
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Despite the opportunity presented to it, Watson declined to negotiate a deal to relinquish 
any exclusivity it may have, thereby leaving open the possibility that it had entered into an illegal 
agreement with Cephalon. The Commission continued to investigate whether Watson had agreed 
with Cephalon not to relinquish. Brau Decl. at f 12 

In short, notwithstanding efforts by the staff to determine whether such an agreement 
existed, Watson has, to this date, refused to give the Commission staff an unequivocal answer to 
one simple question: has Watson agreed with Cephalon not to relinquish any exclusivity rights 
that it might hold with respect to generic modafinil? Feinstein Decl , at f 12: Brau Decl . at f f 1 4- 
19; see also PetTs Reply Mem. in Supp. of Pet. for an Order Enforcing Admin, Subpoena Ad 
Testificandum and Opp’n to Respondent’s Mot. to Compel, at 2-7 [Dkt. No. 21]. The 
Commission seeks the sworn testimony of Mr. Bisaro for a proper purpose - to determine 
whether there has been anticompetitive collusion between Watson and Cephalon. Watson’s 
potential exclusivity rights arising from the ‘346 patent, the written settlement agreement between 
Cephalon and Watson, Watson’s actions vis-a-vis Apotex, and Watson’s continued refusal to give 
unequivocal answers to critical questions throughout this investigation, all support an inference 
that Watson may have agreed with Cephalon not to relinquish any exclusivity rights it may have 
with respect to generic modafinil. Mr. Bisaro is the only Watson executive besides Watson’s 
General Counsel, Mr. Buchen, who is likely to have knowledge of critical facts relevant to the 
Commission’s investigation, including the critical question concerning whether Watson has an 
agreement with Cephalon prohibiting it from relinquishing any exclusivity rights. Mr. Buchen 
has declined to answer that question unequivocally, asserting the attorney-client privilege. Brau 
Decl. at f[ 16; see also Dkt. No. 21 , at 2-7. 
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LEGAL ARGUMENT 

Watson has yet to provide the Commission with a clear and unequivocal answer to the 
question of whether it has agreed with Cephalon not to relinquish any exclusivity rights to generic 
modafinil. This is a critical question with clear competitive implications. Agreements not to 
relinquish exclusivity might be a per se violation of the antitrust laws. See In re Cardizem, 332 
F.3d 896, 907-08 (6th Cir. 2003) (finding an agreement not to relinquish exclusivity rights to be a 
per se violation of the antitrust laws).'* 

The Commission is authorized to ask this question pursuant to a valid Commission 
resolution. Supra note 1. The subpoena at issue has gone through the full agency process in 
being issued. The subpoena was issued by a Commissioner acting under delegated authority of 
the full Commission. Feinstein Decl. at. 4, 5, 16 C.F.R. § 2.7(a). Respondent petitioned to 
quash the subpoena, and his petition was rejected by FTC Commissioner Pamela Jones Harbour, 
pursuant to authority delegated by the full Commission. Feinstein Decl. at t 5. Respondent then 


As the full Commission expressly noted in its Letter Opinion denying Petitioner’s Motion to Quash 
the subpoena: 

Courts have expressed great skepticism of agreements in which a generic manufacturer who 
is eligible for the 1 80-day exclusivity agrees with the branded manufacturer not to relinquish 
or waive that exclusivity. See, e.g. In re Ciprofloxacin, 544 F.3d 1323, 1339 (Fed. Cir. 
2008) (agreeing that “the only legitimate allegation by the plaintiffs was that the 180-day 
exclusivity period had been manipulated.”); In re Tamoxifen CHrafe Aniiirusi Lilig., 429 
F.3d 370, 401 (2d Cir, 2005) (“[W]e think that an agreement to time the deployment of the 
exclusivity period to extend a patent monopoly power might well constitute anticompetitive 
action outside the scope of a valid patent.”); v. Elan, 421 F.3d 1227, 1235 (1 1th Cir. 
2005) (holding that delayed licensed plus putative agreement to refrain from ever marketing 
a generic barred any competitors from entering “would exceed the scope of exclusion 
intended by the ‘320 patent”); T^TUv. Cephalon, Inc. ,lSo. 2:08-cv-2141, mem. op. (E.D. Pa. 
Mar. 29, 2010) (declining to dismiss complaint alleging that agreement to settle patent 
litigation and affecting relinquishment of exclusivity rights is anticompetitive). 

Pet. Exh. 7, at 2, n.l. 
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filed a petition for review, and the full Commission, by unanimous vote, rejected arguments and 
denied Respondent’ s Petition to Quash, a petition in which he raised largely the same arguments 
presented to this Court. Pet. Exh. 7; Feinstein Decl. at^j 5. The Commission now seeks to 
supplement the record in the interest of providing the full story to the Court and bringing this 
matter to a close. 

In this case, as Respondent acknowledged in its Motion to Compel, “[t]he only question 
that needs to be resolved is factual - i.e., what is the FTC’s purpose in prosecuting the 
Subpoena,” Dkt. No. 16, at 3. The Commission’s answers to Respondent’s Interrogatories and 
supplemental declarations show that the agency’s purpose in prosecuting the Subpoena was 
proper. And, as the Commission’s earlier briefing has demonstrated, and Respondent fails to 
adequately refute, all of the other requirements for prompt judicial enforcement have been 
satisfied.’ With both sides of the story now in hand, and the resulting showing that the 
Commission has acted in accordance with the law and in pursuit of proper purpose, the FTC 
respectfully requests that the Court act swiftly to enforce the subpoena ad testificandum. 

I. Fundamental Notions of Fairness Support Granting Leave To 
Supplement The Record. 

Presently, the evidentiary record in this case relating to the misconduct issue consists 
almost entirely of one declaration submitted by Respondent’s attorney that relies on qualifying 
words such as “indicated”, “hypothetical scenarios”, and “suggested” to insinuate misconduct in 
this case but that falls far short of stating any fact that would demonstrate actual misconduct by 


’ At the very least, any remaining questions are principally questions of law and can be decided 
based on the existing briefing; no further hearing is needed. 
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the FTC. Pet. Exh. 4, Sunshine Decl. at ^ 15, 16, 22. Mr. Sunshine’s characterization of events 
notwithstanding, the objective facts are themselves entirely consistent with good faith actions on 
the part of the Commission. The Commission had not previously adduced its own evidence, 
given its firmly-held position that any evidentiary response to Respondent’s unsupported 
allegations was not needed, in light of this Circuit’s governing precedent. See FTC v. Carter, 636 
F.2d 781, 789 (D.C. Cir. 1980).^ Because the Commission is a law enforcement agency that 
Congress has charged with protecting the public interest, the existence of even this tentative 


With respect, this Court applied the wrong legal standard in permitting discovery. Even if 
the Courtis correct that the rule from '‘cannot be squared” with United States v. Powell, 379 

U.S. 48 (1964), Dkt, No. 31, at 9, Carter remains the governing law of the Circuit and must be 
applied. Carter issued 1 6 years after /We// and the panel who decided Carter had the benefit 
of Powell in reaching its ruling (although the Carter decision does not expressly cite to Powell, it 
discusses Donaldson v. United States, 400 U.S. 517 (1971), a case which itself discusses Powell). 
Just as the courts of appeals leave to the Supreme Court “‘the prerogative of overuling its ... 

Rodgrignez de Quijas v. Shearson American Express, Inc., 490 U.S, 477, 484 (1989), 
district judges, like panels of [the courts of appeals], are obligated to follow controlling circuit 
precedent until [the court of appeals] sitting en banc, or the Supreme Court, overrule it.” United 
States 1 '. Torres, 115 F.3d 1033, 1036 (DC. Cir. 1997), Under the governing legal standard of this 
Circuit, therefore. Respondent is not entitled to discovery. 

And, even apart from this threshold legal error, the limited “facts” presented by Respondent 
do not rise to the objective level necessary to support the extraordinary remedy of discovery in the 
context of summary enforcement proceedings eit\<\afortiorari, are insufficient to thwart the prompt 
enforcement of the subpoena to which the Commission is demonstrably entitled. Thus, in United 
States V. Fenstenvald, the single instance in which this Circuit has found “extraordinary 
circumstances” sufficient to warrant discovery, the ruling was based on obj ective facts, that the court 
expressly recognized to be “matters of public record,” demonstrating the likelihood that the taxpayer 
was inappropriately targetedfor a special audit outside of the course of normal agency proceedings. 
553 F.2d 231, 233 (D.C. Cir. 1977). In contrast, the record here is bereft of any objective indicia 
of bad faith. The only showing is Respondent’s characterization that is based on an incomplete and 
suppositional accounting of events by counsel, where the underlying events are themselves fully 
consistent with a lawful investigation carried out in the ordinary course of business. In light of its 
overriding interests in setting the record straight and given the importance of securing prompt 
enforcement of the subpoena, the Commission has not presently raised obj ections to the Magistrate’ s 
ruling in this case. The Commission, however, preserves the right to advance these arguments in 
the future if necessary. 
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finding by the Court potentially damages the public’s confidence in the work the agency does. It 
is therefore important that the Commission have the opportunity to complete the record in this 
case to make clear that the Commission has properly conducted itself in all respects in this matter. 

Notably, in partially granting Respondent limited discovery in this matter, the Court has 
directed the Commission to answer two interrogatories and has allowed Respondent ten days after 
receiving the answers to supplement the record. The Court’s Order does not provide the 
Commission with an opportunity to respond. Unless the Commission is given an opportunity to 
supplement the record now, this means that the only evidentiary materials before the Court when 
it ultimately decides this matter may be those provided by the party that has the greatest interest 
in undermining the Commission’s integrity. Fundamental notions of fairness and due process 
dictate that the Court be fully informed when making its decision The Court should therefore 
grant the Commission’s motion to supplement the record. 

11. The Record, As Fairly Supplemented, Is Sufficient to Order 
Enforcement of the Subpoena /Ir/ Testificandum Forthwith 

The standards for judicial enforcement of administrative investigative process have long 
been settled in this Circuit. ''[T]he court’s role in a proceeding to enforce an administrative 
subpoena is a strictly limited one.” FTC v. Texaco, Inc., 555 F.2d 862, 871-72 (D.C. Cir. 1977) 
{en banc) {ciling Endicoii Johnson Corp. v. Perkins^ 3 17 U.S. 501, 509 (1943); accord, 

Oklahoma Press PuhTg Co. v. Walfing,321 186,209(1946); Uniled States v. Morton Salt 
Co., 338 U.S. 632, 643 (1950)). A district court must enforce agency process so long as the 
information sought is not “unduly burdensome” to produce {Texaco, 555 F.2d at 881), and is 
“reasonably relevant” {id. at 872-73 n.23 {({uOtingMorlon Salt, 338 U.S. at 652), or, putting it 
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differently, “not plainly incompetent or irrelevant to any lawful purpose” of the agency. Texaco, 
555 F.2d at 872 (quoting Endicott Johnson, 317 U.S. at 509). In making this determination, the 
agency's own appraisal of relevancy must be accepted so long as it is not “‘obviously wrong.’” 
FTC V. Invention Submission Corp., 965 F.2d 1086, 1089 (D.C. Cir. 1992) (citing Carter, 636 
F.2d at 787-88 (quoting Texaco, 555 F.2d at 877 n.32)). 

Respondent has previously argued that the “most important[]”of its reasons against 
enforcement of the subpoena is that enforcement would result in an abuse of this Court’s process 
because “the FTC exceeded its statutory law-enforcement mission by seeking to broker a business 
deal between Watson and Apotex ... improperly using its privileged access to confidential 
information in the process, and apparently providing Watson’s confidential information to 
Apotex.” Resp’ts Mem. in Opp’n, Dkt. No. 12, at 3. As Respondent has also acknowledged, in 
his Motion to Compel, this argument turns on a factual question. Dkt. No. 16, at 3. The Court 
now has the evidence in hand necessary to resolve this factual question. There is no record 
support that the FTC has exceeded its authority or otherwise acted improperly - beyond the 
insinuations contained within the declaration of Respondent's counsel. And there is now ample 
evidence to the contrary. 

With the Commission’s submissions now before the Court, the record demonstrates that 
the FTC’s purpose in prosecuting the subpoena was legitimate. The Commission seeks to 
ascertain whether or not Watson is party to any potentially anticompetitive agreement with 
Cephalon that would prohibit it from relinquishing potential exclusivity rights in the generic 
modafinil market. 
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The agency timely began to investigate any potential anticompetitive effects resulting 
from the filing of the ‘346 patent as soon as it first learned of the filing of the patent, before any 
conversations with Watson’s counsel, Tnterrog. Resp. at 3; Brau Decl. at 1 4. There was, and 
continues to be, good reason for the agency to seek this information. See Modern Home Institute, 
Inc. V’. Hartford Acc. (^Indent. Co.513 F.2d 102, 111 (2nd Cir. 1975) (“Actions against the 
apparent individual economic self-interest of the alleged conspirators may raise an inference of 
interdependent action.”). Respondent remains one of only two people who can address the 
agency’s concerns, Brau Decl at ^ 19, and of the two, as Watson's President and CEO, Mr. 
Bisaro is well positioned to testify as to whether any business arrangement to relinquish 
exclusivity rights is likely to be in Watson’s economic self-interest. Brau Decl. at t 19. As the 
full Commission noted in denying Mr, Bisaro’s Petition to Quash the Subpoena; “While Watson 
has provided the Commission infomtation relating to the ‘346 Patent. [Respondent] has not 
shown that his testimony will shed no light on matters that fall within the scope of the 
Commission’s investigatory concerns. As a key executive of Watson, [Respondent’s] testimony 
may well be useful in elaborating on the information or explaining relevant circumstances.” Pet. 
Exh. 7 at 6. 

Throughout the course of this investigation, Watson has done nothing to allay the 
Commission’s concerns that it has reached an illegal anticompetitive agreement with Cephalon; 
indeed, its actions (and inactions) indicate that it has. It should not be forgotten that the motion to 
compel discovery represents another method for Respondent to use in impeding a legitimate law 
enforcement proceeding. Respondent continues to avoid answering a central question to the 
Commission’s investigation - namely, whether Watson’s settlement agreement with a rival 
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manufacturer, Cephalon, limits Watson’s ability to relinquish any exclusivity rights it may have 
with respect to marketing of the drug modafinil. 

The Commission has shown that an investigational hearing of Respondent is necessary, 
because, to date, none of the sworn testimony contains a definitive disavowal of the existence of 
an agreement between Watson and Cepahlon that would prevent Watson from relinquishing 
exclusivity- Respondent has failed to rebut the Commission’s showing that the investigative 
hearing is necessary. Moreover, Respondent does not dispute that Watson has repeatedly failed 
to answer, under oath, critical questions about the settlement agreement; it does not dispute that 
Respondent knows relevant facts to the investigation; and it does not assert that the 
investigational hearing would be unduly burdensome. 

In furtherance of the interests of judicial economy and the public interest, and for the 
reasons previously articulated to this Court, the FTC respectfully requests that the Court 
recommend that Mr. Bisaro be directed to comply in full with the subpoena ad testifwandiim . 
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CONCLUSION 

For the foregoing reasons, the Commission respectfully requests that this Court grant its 
Motion for Leave to Supplement the Record and Petition to Enforce the Subpoena Forthwith. 
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Principal Deputy General Counsel 
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Federal Trade Commission 
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15 



168 


Case 1:10-mc-00289-CKK-AK Document 32 Filed 07/22/10 Page 16 of 17 


Statement of Compliance 

Pursuant to L.Cv. R. 7(m), on July 20, 2010, Petitioner’s counsel conferred with counsel 
for Respondent regarding Petitioner’s Motion for Leave to Supplement the Record, and counsel 
for Respondent opposes the motion. There is no obligation, under the local rules, to confer with 
respect to Petitioner’s dispositive motion to Enforce the Subpoena ,4<7 Teslificandiim Forthwith. 


/s/ Michael D. Bergman 
Michael D. Bergman 
Attorney 

Federal Trade Commission 
600 Pennsylvania Ave., N.W. 
Washington, D.C. 20580 
(202) 326-3 1 84 
Fax (202) 326-2477 
m bergman@ftc.gov 
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CERTIFICATE OF SERVICE 

1 hereby certify that on July 22, 2010, a true and correct copy of the foregoing Motion for 
Leave to Supplement the Record and to Enforce the Subpoena Ad I'estificandum Forthwith, 
together with: Exhibit A: FTC’s Responses to First Set of Interrogatories of Respondent Paul M. 
Bisaro sworn to by Markus H. Meier; Exhibit B: Declaration of Richard A. Feinstein; Exhibit C: 
Declaration of Saralisa C. Brau; and a Proposed Order, were tiled electronically in the United 
State District Court for the District of Columbia using the CM/ECF system. 

Notice of this filing will be sent by email to all parties by operation of the Court’s 
electronic filing system or by mail to anyone unable to accept electronic filing as indicated on 
the Notice of Electronic Filing. 


Dated: July 22, 2010 


I's/ Michael D. Bergman 
Michael D Bergman 
Attorney for the Petitioner 
Federal Trade Commission 
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IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF COLUMBIA 


) 

Federal Trade Commission, ) 

) 

Petitioner, ) 

) 

V. ) No. 01: lO-mc-00289-CKK-AK 

) 

Paul M. Bisaro, ) 

) 

Respondent. ) 

) 


FEDERAL TRADE COMMISSION’S RESPONSES TO FIRST SET OF 
INTERROGATORIES OF RESPONDENT PAUL M. BISARO 

Petitioner Federal Trade Commission (“FTC” or “Commission”) hereby submits the 
following Responses to the First Set of Interrogatories of Respondent Paul M. Bisaro dated May 
21,2010. 

GENERAL OBJECTIONS 

1 . By answering these interrogatories, the Coirrmission does not waive the previous 
objections it made to these interrogatories in its June 21, 2010 Objections to First Set of 
Interrogatories of Respondent Paul M. Bisaro, nor does it waive its right to appeal, or otherwise 
assign error, to the Court’s Order of July 13, 2010, directing it to engage in discovery in this 
matter. 

2. To the extent Respondent’s interrogatories seek the production of documents 


under Rule 34 or otherwise, the Coirrmission objects on the ground that such discovery is beyond 
the scope of Rule 33 and beyond the scope of the Court’s Order of July 13, 2010. 
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3. The FTC has responded to this interrogatory request to the best of its present 
ability. The FTC reserves its rights to supplement, revise, correct, or clarify any of the responses 
set forth herein, if necessary or appropriate. 

In addition to these objections, the Commission further objects to Respondent’s 
interrogatories as indicated below. 

RESPONSES TO INTERROGATORIES 

Interrogatory t 

Describe any communications the FTC had with the FDA reiating to any potentiai 
marketing exciusivity for generic modaflnit arising out of the ANDA Amendment during 
the period December 19, 2007, through July 22, 2009. For each communication: 

a. Identify the date of the communication; 

b. Identify the name and title of the individualfs) involved in the 
communication; 

c. Identify the means through which the communication was made; 

d. Identify who initiated the communication; 

e. Identify the reason for the communication; 

f. Identify the topic(s) discussed during the communication; and 

g. State whether, during the course of the communication, or as a result of the 
communication, the FTC communicated to the FDA any confidential 
information provided to the FTC by Watson. 
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Response to Interrogatory 1 

The FTC objects to Respondent’s interrogatories to the extent they seek confidential 
information that the FTC obtained pursuant to inter-agency communications with the Food and 
Drug Administration and that is exempt from disclosure by statutes and regulations, including 
but not limited to 21 C. F. R. § § 20.64(a), 20.61, 20.62, and 314.430(b) (2010). Expressly 
reserving and without waiving the general objections and this specific objection, the FTC states 
as follows: 

Before January 2009, the FTC’s modafinil investigation had focused on a particular 
patent - U.S. Reissue Patent No. 37,516 (the ‘“516 patent’’) - and the potential barrieis to 
competition arising from Cephalon’s 2005-2006 patent litigation settlement agreements with 
Watson and the four first filers for the ‘516 patent. The initial phase of the modafinil 
investigation resulted in the FTC filing a complaint against Cephalon in February 2008.’ The 
investigation remained open, however, though not active, with respect to the genetic companies, 
including Watson, while the Commission pursued litigation against Cephalon in federal court in 
the Eastern District of Pennsylvania. 

In January 2009, the FTC learned for the first time from the FDA that Cephalon had 
listed a second patent relating to Provigil, U.S. Patent No. 7,297,346 (the “‘346 patent”), in the 
FDA’s Orange Book. While the U.S. Patent and Trademark Office’s issuance of the ‘346 patent 
to Cephalon in November 2007 and Cephalon’s filing of it with the FDA in December 2007 
were matters of public record, FTC staff had not been aware of these developments. The FTC 
also learned, in January 2009, that Watson/Carlsbad had filed an ANDA Amendment with the 

'FTC V. Cepahlon, Inc., No. 2:08-cv-2141-MSG (E.D. Pa. filed Feb. 13, 2008). 
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FDA on the same day that Cephalon listed the ‘346 patent. Together, these events created the 
possibility — one that did not exist for the ‘516 patent and was not a focus during the initial phase 
of the FTC’s investigation - that Watson could be a “first filer” for the ‘346 patent, and therefore 
might block generic modafinil market entry for other companies. This new information caused 
the FTC staff to resume the modafinil investigation because it raised a host of questions about 
whether the ‘346 patent created any new impediments to generic entry and whether those 
impediments were the result of an unlawful agreement between Cephalon and Watson. 

This new phase of the investigation was prompted by a conversation between the FTC 
and FDA on January 29, 2009. On that date, in response to the FTC’s inquiries about the 
regulatory status of modafinil, Elizabeth Dickinson, Associate Chief Counsel in the FDA’s 
Office of Chief Counsel, called Saralisa Brau, Deputy Assistant Director in the Health Care 
Division of the FTC. The two agencies routinely share information concerning the regulatory 
status of certain drug products, pursuant to a written inter-agency agreement, to advance the 
FTC’s law enforcement and consumer protection missions. The modafinil investigation was no 
exception. The topics discussed during the call were: (1) Cephalon’s later-issued ‘346 patent 
relating to Pro vigil; (2) Cephalon’s listing of the ‘346 patent with the FDA; and (3) the identity 
of the generic company or companies that had submitted amended ANDAs containing a 
Paragraph IV certification as to the ‘346 patent and who might be eligible to claim 180-day 
marketing exclusivity as a “first filer.” 

In February 2009, the FTC requested a meeting with FDA to discuss how the ‘346 patent 
might potentially affect the FTC’s ongoing modafinil investigation. Ms. Brau of the FTC had 
approximately three communications with Ms. Dickinson of the FDA to set up the meeting. Ms. 
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Brau contacted Ms. Dickinson in early February 2009 and they exchanged emails concerning 
meeting logistics on February 18, 2009, and February 19, 2009. The meeting took place on 
February 24, 2009. The following people attended: 


FTC 

Brad Albert, 

Deputy Assistant Director, 

Health Care Division 

Saralisa Brau, 

Deputy Assistant Director, 

Health Care Division 

Michael Kades, 

Attorney Advisor to then-Commissioner 
(now Chairman) Leibowitz 

Markus Meier, 

Assistant Director, 

Health Care Division 


FDA 

Rick Bluraberg, 

Deputy Chief Counsel of Litigation, 
Office of Chief Counsel 

Kim Dettelbach, 

Associate Chief Counsel, 

Office of Chief Counsel 

Elizabeth Dickinson, 

Associate Chief Coimsel, 

Office of Chief Counsel 

Dave Read, 

Regulatory Counsel, 

Center for Drug Evaluation and 
Research/Office of Generic Drugs 


The topics discussed were: (1) the FTC’s complaint filed in FTC v. Cephalon, Inc., No. 


l:08-cv-00244 (D.D.C. complaint filed Feb. 13, 2008) (later transferred to E.D. Pa.); and (2) the 


FDA’s interpretation and analysis of relevant statutes concerning whether second filers on the 
earlier-listed ‘516 patent would be blocked from entering the market by any first filer(s) eligible 
to claim 180-day marketing exclusivity on the later-listed ‘346 patent. 

At no time during this meeting or in the course of any communications with the FDA did 
the FTC reveal to the FDA any confidential information provided to the FTC by Watson. 
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Interrogatory 2 

Describe any communications between the FTC and any third-party (excluding Watson 
and the FDA) including, but not limited to Apotex, relating to any potential marketing 
exclusivity for generic modafinil arising out of the ANDA Amendment during the period 
December 19, 2007, through July 22, 2009. For each communication: 

a. Identify the date of the communication; 

b. Identify the name and title of the individual(s) involved in the 
communication; 

c. Identify the means through which the communication was made; 

d. Identify who initiated the communication; 

e. Identify the reason for the communication; 

f. Identify the topic(s) discussed during the communication; 

g. State whether, during the course of the communication, or as a result of the 
communication, the FTC communicated to any third-party any confidential 
information provided to the FTC by Watson; and 

h. State whether, during the course of the communication, or as a result of the 
communication, the FTC communicated to any third-party any confidential 
information provided to the FTC by the FDA. 

Response to Interrogatory 2 

The FTC objects to Interrogatory 2 to the extent it seeks privileged information 
exchanged between Apotex and the FTC pursuant to a common interest privilege as co-plaintiffs 
in litigation in federal district court in the Eastern District of Pennsylvania challenging 
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Cephalon’s modafinil patent litigation settlement agreements.^ Expressly reserving and without 
waiving the general objections and this specific objection, the FTC states as follows: 

The FTC had periodic communications with Apotex as part of its modafinil law 
enforcement investigation from February through May 2009. The FTC did not have 
communications with any other third party concerning the topics identified in Interrogatory 2, 
except that FTC staff did have communications relating to these issues with Watson’s counsel, 
Steven C. Sunshine of Skadden, Arps, Slate, Meagher & Flom LLP, from March through May 
2009.’ 

FTC staff first contacted Apotex in February 2009 as part of its efforts to understand the 
implications of the information it had learned about the later-listed ‘346 patent from the FDA in 
January and February 2009. Apotex was an obvious choice to contact to explore these issues: it 
had filed an ANDA for a generic version of modafinil and was blocked from entering by 
Cephalon’s modafinil settlements; it was already selling a generic version of Provigil in Canada; 
and its Vice President of Global Intellectual Property, Shashank Upadhye, had written a book 
entitled Generic Pharmaceutical Patent and FDA Law (Thompson West Publishing, 2010 ed.), 
and could likely provide expertise relevant to the questions of interest to the FTC. In particular, 
the later-listed ‘346 patent and its potential effect on generic entry presented a novel issue for 


~See FTC v. Cepahlon, Inc., No. 2:08-cv-2141-MSG (E.D. Pa. filed Feb. 13, 2008); 
Apotex, Inc. v. Cephalon, Inc., et al., No. 2:06-cv-02768-MSG (E.D. Pa. filed June 26, 2006). 

’See Brau Decl. TH[ 5, 7, 8, 10, attached as Exhibit C to Petitioner FTC’s Motion for 
Leave to Supplement the Record and to Enforce the Subpoena /Ic/ Testificandum Forthwith. 
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FTC staff, and by contacting Mr. Upadhye, staff hoped to gain insights into the applicable legal 
framework. 

Staff was primarily interested in two threshold questions in February 2009. First, FTC 
staff sought to understand the regulatory signiiicanee of the ‘346 patent, and specifically whether 
any first filer(s) to the ‘346 patent could potentially block any second filers to the earlier-listed 
‘516 patent from entering the market. This issue was relevant to the FTC’s ongoing 
investigation because if any exclusivity Watson might have with respect to the ‘346 patent did 
not block entry of other generic filers, then any agreement Watson might have with Cepahlon 
was unlikely to harm competition. Second, FTC staff sought to understand practically how a 
generic company would be aware of a later-issued patent so that it would be in the position to 
file an ANDA amendment on precisely the same day that the brand company listed such later- 
issued patent with the FDA. Put simply, FTC staff was trying to assess whether a generic 
company was likely to have such information independently or whether such information was 
likely available to the generic only as a result of collusion with the brand company to create an 
additional barrier to impede potential generic entry. The answers to these questions would 
influence the future of the ongoing investigation. 

From Fehruary 2, 2009, through March 3, 2009, Markus H. Meier, Assistant Director in 
the Health Care Division of the FTC and Saralisa C. Brau, Deputy Assistant Director in the 
Health Care Division of the FTC, had approximately four communications with Shashank 
Upadhye, Vice President, Global Intellectual Property, Apotex, Inc. Mr. Meier and Ms. Brau 
called Mr. Upadhye on February 2, 2009, February 24, 2009, and March 3, 2009, Mr, Upadhye 
sent an email to Mr. Meier on Fehruary 3, 2009. 
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The topics discussed during these communications were: (1) Cephalon’s listing of the 
‘346 patent; (2) whether Apotex had submitted to the FDA an amended ANDA containing a 
Paragraph IV certification as to the ‘346 patent; (3) Apotex’s analysis of whether any first 
filer(s) eligible for marketing exclusivity on the later-listed ‘346 patent would block Apotex’s 
ability to launch generic Provigil; (4) what it would take Apotex to launch a generic version of 
Provigil in the U.S., assuming it was interested in doing so; and (5) how a generic company 
could know the date on which a brand would list a later-issued patent with the FDA so that it 
could try to be a first filer by submitting its amended ANDA with the FDA on the same day. 

In addition to the four earlier contacts with Mr. Upadhye, on March 13, 2009, Mr. Meier 
and Ms. Brau called Mr. Upadhye regarding the possibility of a business arrangement between 
Watson and Apotex. This call to Mr. Upadhye was a direct result of a conversation that took 
place earlier that day with Watson’s counsel, Mr. Sunshine. From March 2, 2009, through 
March 13, 2009, Mr. Meier and Ms. Brau had initiated a number of telephone calls to Mr. 
Sunshine to discuss developments in the modafinil investigation.'' During these conversations 
with Mr. Sunshine, FTC staff posited hypothetical scenarios to determine if Watson could profit 
firrm relinquishment of any modafinil marketing exclusivity for which it might be eligible, 
including scenarios where Watson relinquished any such exclusivity to potential new entrants 
into the market. In the context of these discussions, and in response to a question from Mr. 
Meier, Mr. Sunshine affirmed that Watson would be interested in hearing from a third party, 
Apotex, about a business proposal relating to relinquishment, and Mr. Sunshine then identified 
Watson’s General Counsel, David Buchen, as the appropriate contact person. 

‘Sec Brau Deck 5, 7, 8. 
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After receiving Mr. Sunshine’s explicit approval to put Apotex in touch with Watson 
concerning potential relinquishment, FTC staff then called Mr. Upadhye on March 13, 2009, to 
inform Apotex of Watson’s interest and that if Apotex were likewise interested, he should 
contact Mr. Buchen at Watson. The FTC did not “broker a deal” between Watson and Apotex. 

In fact, after informing Apotex of Watson’s interest, with the express assent of Watson’s 
counsel, Mr. Sunshine, the FTC played no further role in any discussions between the two 
companies. The FTC did not attempt at any time to propose terms or otherwise direct the course 
of the discussions between Apotex and Watson. 

From approximately March 1 8 through May 6, 2009, Mr. Meier and Ms. Brau initiated 
periodic follow-up calls to Mr. Upadhye of Apotex to inquire about the status of the discussions 
with Watson. These calls occurred on approximately March 1 8, March 30, April 7, April 22, 
and May 6, 2009. The reason for the calls was simple: if, on the one hand, Watson were to 
relinquish its potential exclusivity, the FTC’s ongoing investigation about whether Watson had 
agreed with Cephalon not to relinquish its exclusivity would have been resolved, leaving nothing 
further to investigate. If, on the other hand, Watson chose not to relinquish its potential 
exclusivity, the FTC would need to assess whether the reason for the decision was attributable to 
an unlawful agreement with Cephalon not to relinquish. On May 6, 2009, Mr. Upadhye told Mr. 
Meier and Ms. Brau that discussions with Watson had stalled and that Watson did not appear 
interested in pursuing a business arrangement with Apotex. 

At no time during the course of any communications with Apotex did the FTC reveal to 
Apotex any confidential information provided to the FTC by Watson. Although staff cannot 
specifically recall if Watson’s name came up in any telephone conversation with Mr. Upadhye 
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before March 13, 2009, Watson’s name did come up after March 13, 2009, once the FTC had 
received Mr. Sunshine’s explicit approval to put Apotex in touch with Watson concerning 
potential relinquishment. FTC staff did not improperly reveal any confidential FDA information 
to Apotex. 


Respectfully submitted, 

As to Objections: 

DAVID C- SHONKA 
Principal Deputy General Counsel 
(D.C. Bar No. 224576) 

JOHN F. DALY 

Deputy General Counsel for Litigation 
(D.C. Bar No. 250217) 

LESLIE RICE MELMAN 

Assistant General Counsel for Litigation 

(D.C. Bar No. 266783) 



MICHAEL D. BERGMAN 
(D.C. Bar No. 437994) 
202-326-3184 


RUTHANNE M. DEUTSCH 
(D.C. Bar. No. 498091) 
202-326-3677 

Attorneys 

Federal Trade Commission 
600 Pennsylvania Ave., N.W. 
Washington, D.C. 20580 
Fax (202) 326- 2477 

Dated: July 21, 2010 
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VERIFICATION 

I, Markus H. Meier, declare: 

1 . I am the Assistant Director of the Health Care Division in the Bureau of Competition of 
the Federal Trade Commission and make this verification on and for its behalf. As 
Assistant Director of the Health Care Division, I have overall supervisory responsibility 
for the Commission’s investigation of Watson. 

2. I have read the foregoing Petitioner Federal Trade Commission’s Responses to First Set 
of Interrogatories of Respondent Paul M. Bisaro. 

3. All of the information contained in the foregoing is either based on my personal 
knowledge or facts I have learned in my official capacity, 

4. I am informed and believe that the matters stated therein are true and correct and hereby 
certify that the foregoing answers are true to the best of the Federal Trade Commission’s 
present knowledge, information, and belief 

I declare under penalty' of perjury that the foregoing is true and correct. 

Executed this 21^ day of July, 2010. 



Markus H. Meier 
Assistant Director 
Bureau of Competition 
Federal Trade Commission 
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IN THE OWITEH S1:ATES UISTMCT COURT 
FOR THE DISTRICT OF COLUMBIA 


I EDI .RAI, TRADE COMMISSION ) 

Petitioner, ) 

) 

V. ) Misc.No.Iit0-mc-00289CCtK}(AK:3 

> ■ 

PAUL M.B1SARO, ) 

) 

Respondeat ) 



Pureiiaitt to 28 U S.C. § 1746, Richard A Feinstein decJaies as follows: 

1. lata the Director ofthe Federal Trade Comrnission’s Btueau of Cofopetition where I am 
responsible, among tiiatiy other things, for supervising all inveshgaiiotis mid law enforcement 
aciions that are undertaken by that Bureau. 1 have held diis position since May 2005, 

2. I offer this Doclatataon in order to clear up any misconceptions that may exist regarding 
the Cbnuiussion's processes and procedures and to emphasize that, contrary to allegations and 
insinuations that have been made by Respondent in this matter, nothing improper has occutred in 
the Giminiasion’s iavestigation of Watson. 

Ciioimis.'iioii Pruci3i.scs Preclude Inappropriate Investigatians 

3 At the outset it is important to note that the Cottittussioii^S organi-iaiioral .structure and 
pr(>ccsse.s ate designed to make sure that all riivesfigalions are undertaken in tlie public inletesl 
and to preclude tlis possibility of any inyesligahioM being undertaken for .'ui improper purpose. 

The Cnmroi.ssion m a iaw enforcement agency JswW by five Con)niis,sjoners who are appointed 
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bythe President for swan-year staggered tetfiis. No mote than three Gotainissibnets may be 
members of thesJio'.e political party. Alltiiajoi Commission actions — uicluiiiiig the opening of 
m\cstigaiions tlial require corapulscay process (like the subpafttia at issue in Ibis case)- requilB a 
maiority vote of the Commisaiott. 

4, Afthougli I and my immediate staff compnst the “Front Oftice’* of iie Bureau of 

Competition and are ultunately responsible for the qonduct of Commission investigations, we 
have no authority to open (and etose) preliminary law enfbroeraent investigatrons without the 
approval of the Cnraniissioricis. After an investigation has adyeneed to the point where staff 
thinks sulScient evidence exists to support a lasv entbreement action, it must seek and obtain 
specifie aulhonty from die Comrrasston to proceed either administranvely or m tederal court, 
Even after the Commissibn opens an investigaliqri, staff has no aut hority to issue subpoenas dr 
civil investigative demands on their own. Each subpoena most be submitted to a Commissioner 
for reviewand can only be issued by a Commissioner, ifi C.RR. § After a subpoena is 

!.5.sued. Commission ru!e.s allow a party to ttelition the Cummi^on to quash comjiiilsory ^ocBSS. 
Rulings cm such [letitioiis a-e decided by a single Coirunissioner(not necessarily the one who 
issues the subpoena in the first instance), and Ihe party may thereafter sed: review by the entire 
Commission. 

5. In the present ca.se., the subpoena to Mr. Ilisaro was issued by CommissioneE leiboyvite, 
Mr Bisaro exercised his right to petition to (juash the .subpoena. and he raised esseutially fee 
same arguments that he has mivanced in this proceeding- Fonrier Coinmissioner Pamela Jones 
Harbour considered ffirae arguments and rejected them. Mr. Bisaro then appealed to the full 
Commission, wh'uih, aftbr considering his arguments, unanimously rejected fheiri as well in a 
detailed Jetter ruling. A true and conect copy of thai teller ruling Is attached hereto as Exhibit 1, 
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Disclosures By StefT in Commission Invesljgatians 

fi. AJiiiffSl all CoTnmissioii investigations am non-public. This means that it is ihe 
Commissit in's policy not to make piiMie announcements either confinning or ctenying the 
existence nf any pending investigation except under very iimited drcumstances. ilowevor. )t is 
appropriate, and often necessary, that in the course of seeking out isfomiation,, Stan may make 
limned disclosures about the subject matter and nature of a Commission investigation, or stetl 
m ay use hypothettoals to gain insights into the 'dews of marketplace participants. In feet, Mr. 
SutisMne’ s declaration reflects this process (at paragraph 15) where he notes feat Mr. Meier 
“posited cettain hypothetical regulatory scenatios" to him during a conversation, 
t- Thus, in conducting FTC investigations, staff routinely contacts people and entities tWt 
are kntoyledgeabte about the companies, industiies, products, and markets that are fee focus of 
hn; inquiry. Such contacts frequently include not only other government agencies thfe deal with 
the ebmf^es or industries, but also customers, cotnpetitois, and suppliers of fee investigative 
targets. During these conversations staff asks questions that are designed to elicit; infarinatipn 
while protecting the confidential nature of the investigation. When Staff inquires about a ^ecific 
topic, it isdifnoultifnotiiapossibletoavoidallrefbiiaicetotherelevant facts of the 
investigation. Accordingly, it is not satirising that people who are interviewed by fee staff 
during an inveslighlirm may draw their own inferences fium the interview. 

S. Fi>r e.saraple, in the meiger context, the Commission has a policy of noi disclo.sing the 
identity nf finns tliai have filed pre-mergtenotiRiatiGO reports with fee Cottunission and the 
Department of JiKlicc. No matter how etrcnmsp^ Staff is in its questiorung. however, once 
staff asks qiiesiioas about fee state of competitJon betsween Finn Aand Firm B. people to whom 
.such questions are directed may teasonablymfet feat an inquiry Involving Finn A and Finn B is 
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uiidaivray. Such infetoices cannot be avoided Isy ii© Commission staff, and aie an otdinaiy 
consequence of the mvestigative process. 

9. in such circumsiances, one natural corsaiuencK is thattfiird parlie-s with whom the 
Cumraission staff has lieen in contact mUy coinimuiicatc with flK merging narties and inquire 
about matters of mutual interest. Indeed, most Commission challenges to piohletriatic mergers 
are settled when the merging parties £®ree to divest, overlapping ^ets to a tlutd party. It is not 
unusual for that third party to be a person who has been mterviewed by the Coiranission staff 
during the course of ihc Comtiiis-sioii's invesiigiiiion, atiii in some eases tlie staff will - vraft the 
cotLSunt UT acquiescence of the parties and without lihsclosing miy cont'idcnliai in lutmiitinn about 
the pending iiierget contact Eitiis that might he potential acquirers of assets and encourage 
them to contact the mciigmg parties. In such situations, the staff appropriately fertiStates 
conmiunications between business entities who then take the oppominity' to negotiate a private 
transaction tot may aiieviate a potential antirnist concern , 'fbe fact tot a party who has been 
mterviewed the Commission ®rff contacts the subject of the investigation and ultimately 
negotiates for attempls to negotiate) a business deal does not mean that staff made any improper 
disclosure during its interview. 

The Curtuuissiaii’s 111 vestigation of Watson 

10- 1 have read the pleadings and the conn’s record in to present proceeding as well as to 

/towers to Mr Bisarr*’,s Interrogatories tot Mr, Meier has prepared. Based on this review, I see 
no ev’detiCE tot Mr. Meier or anyone else in the Clommi.ssion has engaged in improper— or even 
out-qf-the-ordinary - conduct with respect to any aspect of to investigation. 

U . At its cor^ to Goiritossion’s mvBstlgatiOn seeks an aitewer to ohu suriple question; 
Assuming Watson has exclusivity rights in conneciloii with to ‘346 Patent, lias Watson (a 
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generic phannaceuricat manufacturer) agreed with Cephalon {a brand ijanse mOTufacturer with, 
patent rights) not to reliDtjUish those rights to a third party in violation of Uic antitrust taw? In 
other woids, is there an agreement between Ceph.rion and Wat^Ti to restrain trade in generic 
niodafinil? 

12, Despite the staffs repeated efforts, Watson never provided the Commission With a 

straight-i^, sworn, answer te the question of whedrer ft had m agteemerit with Cephalon that it 
not relinquish. This IcS the staff with only two possible ways to get an answer to this question, 
hither it could observe whether Watson acted in a way that precluded the possibility of such an 
ag reement (i.e„ Watson could enter into m agreement relinquishing those rights m a third paity); 
or staff coojd conUnue to pursue a full investigation to try to detentnine directly whether an 
illegal agreement existed. 

1,3. Contrary to die insinuation in Paragraph 15 of Mr. Sunshine’s Declaration, there is 
nothing impiuper, or even exiratirdinaty, about Mr. Meter ‘'suggest[ingj that Watson should 
relinquish exclusivity.’’ Such a “suggestion” was nothing mote dian a -statenienl of die obvious: 
if Watson relinquished excliisi vity , it wou id prove that it had no agteement with Cepbaloh 
prohibiting relinquishnieul - thereby leaving nothing for the Commission to investigate, Ahsent 
ssich relinquishment (aD.d in light of other facts), the staff could reasonably infer that an 
tigrcementnot to waive exclusivity niiahl exist, and that it thereibre needed to investigate the 
matter further. Thus, a statement by Mr. Meier that Watson’s fiulure to waive exclusivity might 
lead the “Front Office” - i.e , the Bureau Director’s Office -to continue the investigation 
reflects a commQn-Sen.se assessment of the likely investigative deeiaton of the. Bureau. 

I'd. Finally, I note Ihit lri Jus answers to the intetrogatories, Mr. Meier has declared that 1) 

Mr. Sunshine gave Mr Meier permission to taik to Apiitex about Watson (a fact that Mr, 
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Sunshine omitted .from his declaralion); 2) ptiDr tti Stt^ Suashine giving that peimissionj Mr, 
Meier does not recaii discussing Watson with Apotex; and 3) Mr. Meier did not improperly 
disclose roy confidential intonnaticm (t> Apoiex. \Ir Meier is a senior FTC attorney who has 
spent 18 of fais lO-year legal eareef at the FTC's iturcau of Competition. Bel"ore he becarae a 
lawyerj he was a secunty viffieer in the U.S. Army with a Top Secret detirancc charged with 
protecliiig Ducisar sepitta. Thus, Mi. Meier knows how lo handle confidentM infonnation 
■without disclosing it. 


Ptrsiiant (0 2.S U.S.t.t § 1746, 1 declare under penalty of pe^ij^that the foregoing is miearid 
correct. Executed on the 2 1 st day of My, 201 0. 



Ritliard A. Teiusteiii, Director 
Buicau of Competition 
Fcdeia! Trade tolumis.sion 
Wushiiigton, DC 205S0 
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fixhibit 1 to Feinstein Declajation 
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UNlreO STATES Cff AMSIKA 

FEDERAL TRADE COMMISSION 

WASmHCTON. OfcJteSB 


tfibe S^crEOiQ-. 


April 2, 2010 

WMson Ptanaaceuticals, lac. 
e/aStev® C, Suaslane, Esq. 

Skaddea, Arps, Slate, Mea^jet & Ftom LLP 
1440 New York Avenue NW 
WasMngtoiwDC 20003 

BE: Request for Review of Ruling Denying Petitioa to Quash Subpoena Ad 

Testificandum Dated July 22, 2009, File No. 091-0182 

Dear Mr. Sunshine: 

ITiis letter responds to your November 27, 2009 Request for Review C'Requesf'), % foe 
foil Commission, of foe November 13, 2009 ruling by Commissioner Pamela Jones Haibour, 
denying foe Petifioii fo Quash fee Subpoena jlr/Tesli/Icamfoin, dated July 22, 2009, and issu^ fo 
Paul M, Bisao (“Petition”), Mr. Bisaro is the President and Chief Executive Officer of Watson 
Pharmaceuticals, lac. (“Watson”), and the Commission seeks iii.s leslitnony in coonBCtjun with 
an investigation of whether certain pharmaceutical wsnpardes, including Watson, have entered 
into any fjgrersnents to forego relinquishing any eligibility or rights they may have to mafoet the 
generic drugmoUafinii - r e., whether the.se companies, including Watson, have entered into any 
agreements Oral potentially constitute an “unfair method of competition” in violation of the 
Federal Trade Commission Act. As you know, foe market for inodafinil (ark/a Pmvtgi!) exceeds 
SSOO million s year. So, if multiple genetic companies enter the marketplace, coasumeis could 
save hundreds of millions of dol1ar.s per year, 

lire aiforination the Commission may subpoena is broad in scope. As a general matter, 
"tt is siifficienr if the inquiry is within the authority of the agency, the demand is not too 
indolinitc and the infoimstion sought i.s reasonably necessary.” United States v. Morttm Sait 
Ca„ Liok U S. i}i2, bS2 (1930). Thus, in a petition to quash, the petitionei beais the burden to 
show that a subpoena is uirrcasoisable, and where “‘the agency inquiry is autlioruEed by law and 
the tnaterials sooglit are relevant to the inquiiy, that butden is not easily met,’” FTC v 
Rackefeikr. 591 l'.3d Tg2, 190(2dCir. 1979), ^uotntg SEC v. Brigndoan Scotch Distributing 
Co., ISO .F.ifl !(W7, lOSfi (2cf Cit, 1973), cert denied, 415 U.S. 915 (1974), Despite the 
Commission s bread authority, W'atsrm refuses to produce Mr. Bisaro tor an investigational 
hearing. 
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Watsoa Pharmaceuticals, Ihc., t/o Steven C. Sunshine, — Page2 
AjirilS, JOJO 

The Commission has more than a Sttfficfcnt basis to seek Mr. Sisaio's tesiimouv under 
iVforton Sail. A’ issue in (he Petition is nSietlier the Cotnixiission can examine Mr. Bisaro to 
discover hi,s knowledge about any agreemeat Watson may have that limits or restricts the 
exercise of any marketing rigtits or exclufflvitics it may have now or obtain in the future vi.s-a-vis 
tnodu-tmi!. Such lul agreement, if it exists, could be ddla>‘ing generic entry to the delrlmcnt of 
consuineis ' Despite the Petition’s repeated aaiertions that Watson has readied no .stirb 
agreement and that it has confimied to the Conurus.?jon that no such agreement, exists, other feels 
raise questions about whether such an agroetnent exists. For example, in its itssponse to the 
Commission’s civil invesligalive demand (“CID”), Watson identified an agreement that it said 
“may relate to” its ability to relinquish any exclusivity riglits relating to generic modafinil. 
Waxson, however, has repeatedly reftised to darily - either through written responses or 
tc,stiD«my - vs'hcther that agreement would prevent or otherwise limit its ability to relmquisli. 
Further, ahbougha eompany has qiproached Watson about rcitnquidmig any potential 
exdosivity ri^ts, Walson appears dismterested, and, according to one witness, would prefer to 
wait uflttl 20J2 to launch its own product. The extent to which this decision is inconsistent with 
Watson’s economic interest is likely to shed light on whether Watson has entered into a 
potentially illegal agreement, Mr. Bisaro is a logical person to question on this issue that goes to 
the core of the Commission’s investigatiol!. Watson has idemiEed him as one of only two 
people who has knowledge of relevant events, the Commission has already taken the testimony 
of the othm- person, and the critical question of whether Watson reached a potentially unlawfbl 
agreement remains unanswered, 

Against this factual backgraiind and pven *e Commission’s broad power to Compel 
information in investigations conducted pursuant to its law enforcanant efforts, we End that 
coaductiagmiiavestigalional hearing of S*. Bisaro ispre^. Accordingly, and as explained 
more fully below, we thwetbre deny the Request 


' Courts iiave expresswi gout s'KCpUcistTiafagrsemenlxinwhichageuerjc manufacturer ulie is eliitilile Cnrltip 130- 
(iay e.-.ciusivilv apyees with rhe branecd niffiiu^fLircrn, a TO relinquish or waive that esciurtviiy. (>e,7. e^. harp 
Ciprcjk'Xaiin, oat F.Jd iSSS'ffcd.Cir. 200S) (agreeing that “ihe only Jegitiluatc .a;UgaliOi,UyThenl.imi;ffs 
il'.ailEie iX(t.()ay cxclusivitj ptriod hadhcea m^iKiIxtcd.r')i f«re TcaniJXtfentli'jratL Amlimsi 423 F.ye 
370, 40! (2d Gir. 2005) (“1 W]e thiidtlhataEa^esaent todn^^deplayeientoftheexehisivity perit}ilTOex,tetKi a 
patent menopofy weE censticiteanhconipctitiveaiXian outside die.see|!e.of a vaiid v. 

Eiai;, 421 1'.3d U2?, 1235(1 ItoCa 200.5) (holding fliol dehyed licensed plus p'.ilaure a{ 3 tcniert to refrain (torn 
ever marketing a geuer jc barred any competttors horn euterhtg “wQtdd exceed die scope of the ptieitf ’I; FTC v., 
Cepliaian. lnc„ No. 2d)8'-cv-2J41,jnfflB.op. (E.D.?».hSB.^,30t0)(deciintag to dismiss eoreplfflnt alleging shat 
apeeiiieii! to settle pateut iiligation and sfrcei;r.g relinquishment of exclusivity riKlits b anticompetitive). 
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Beckgroimd 

llie Pettuon anti Retjusst relate to a Coniniission investigation. 

[t]o detciminc wlidher Ccphaioit Jnc., TtvaPhannaceirticals, Inc. (ami it-s BlIilialeTeva 
PhanjMcenticais USA, Inc.), Barr JLaboratories, lac.. Ranbaxy laiboratories, Enc., Mytaa 
Phatmacaificals, Inc., Carlsbad Technology, Inc., Watson Pharmaceuticals, Inc., or 
others teive engaged in any tBifatr roethedf of competition that violate .Section .5 of the 
Pedetal Trade Commission Act, 15 U.S.G- Sec. 45, as amended, by entering into 
agreements regarding modafinil products.* 

ModafiniJ is a “vvateftilness-aiiuincuig” drug tliat Cephalon, Inc. (‘‘Ccphalon'T Ima developed 
and marketed under the brand name Provigit.' .liach of the other enti'ies idcnriCed in the 
cumpulsoiy proces? fesoiulion has developed and .sought to market generic modalind. The 
controversy giving rise to the Petition concerns tire investigarian of certain facts relating to 
Watson Pharmaceuticals, Inc. (“Watson”) and its development partner, Cirlshad Technologies, 
Inc, (“CarUbad'T - in pari icular, obtaining the testimony of Paul Bisaro f Petitioner”), Watson’s 
President and Chief Executive OfBcer. 

To that end, Commission sms' is interested in any agreements between Cephalon and 
entities identified in the Commission’s compulsory process resolution to setde patent litigation 
associated with tnodalini' Cephalon .sued mo.st of the cntitic.s named in the resolution, alleging 
fliatthey were infringing Ij.S. Reissued Patent Vo. .’7.5 16 £"’516 Patent”;! relating to Ptovi^. 
Tliese patent in&ingeinait allegations were based on each of the entities natned in the resolution 
liaving filed .AbhrcvTaled New Drug Applications ( ".A.N'D.A") with the f ood and Dnig 
.Admimsitration (“FD,A’‘i fur generic modafinii, with a “Paragraph W” certifleatioi! lliat generic 
modafinil would not infringe die '516 Patent' Each of the entities oLtier than WaTson'Carlsbad 
filed their ANDA on the same day, and before any other parties. As “first filers,” t.hese eniilies 
were eligible under applicable law' for 180 days t>f juinl matketing cxelu-sivitv at such time tiiat 
the ANDA is approyei Watson/Carlsbad were not “first filers," but Cephalon also sued 
Carlsbad fbt pateit uiftiagement after Walson/Carlsbad filed their ANDA and Paragraph IV 
certifiesdion. Cephalon settled each of the suits between late 2005 and 2006, with the Carlsbad 
settlement occurring on August 2, 2(X)f).’ On Pe'sruary 13, 2008, the Coir.mi.s.5ioii filed a 
compiaiiit against Cephalon, alleging dial its sebleinenl agreements, which provided 
compensaiiar to die ncneric fisBis for foregoing geaeric entry, were anticonipetilive, an abuse of 


^ aesoluttan Auihotizaia Use of Canpulsaty Process in a Nc-npublif Invesiigatioti, File No. OSl 10 1 S2 rAug. JO, 
200S> 

^PethiimalJ, 

’ AHDAsrefiect a. streamlined FDA approval process that enables manufacttjreia ofgeiiEvlc dr.igs (ta, diose that are 
Qk ’'faioeqiiiValort" of branded drags) to rely on the salcly and cScecy studies relating Ic the bttmded When e, 
branded drag is covered by one or more patents, the company tiat seek* to market the ganaric drug prior to the 
eXpiratjon of any of those patents may proceed to seek PDA approval, but certifir that ^ gansHc version does not 
mfiTngcatepale,itson tni' b-dud 'wme drag, or dial the jMeiits are invalid. This cenificaiion is a “Paragraph IV“ 
certificaion. 

’ Pedtjpdht;3.4. 



194 


Case 1:10-mc-00289-CKK-AK Document 32-2 Filed 07/22/1 0 Page 12 of 17 


Watson Rbannaceuticals, Ina, c/o Steven C. Siaishins, Esq. — Page 4 
April 2, 2010 

monopoly po war, and wilavvfiil under Section 5 of die FTC Act FfCv. C^halon, Inc., OS-cv- 
214l-MSa(ED. Pa,).* 

In December 2007, Cepbalon lisn-d a new patent with the F0A relating to mociaSai: 

U S. Patent No 7, 207,346 (".^46 Patent”) The .subseqiterf listing oftha ’346 p.ite;it reqtted 
the existing AND.A applicants for aiodalTnil to make a eertihcatlon vi.s-a-vis (he '"46 Patent. 
Watson/Carlsbad tiisd a Paragraph TV certification on the same day that the FDA listed the net* 
patent, identifying the Cephalon'Carlsbaii settlement agreement as the bases for non- 
infringement of the ’346 Patent. According to the Petition, if Wahson were a “first filer” on the 
’346PMent, it would be eligible for the ISO-daymartetiDg exclusivity for generic moiMaiL' 

Following tlia.se de\'elopinet4s, Commission staff contacted Watson in March 2009 about 
its ANDA. Commission staff infotraed Watson dial tlicj were primarily .inteissisd in 
determining whether Watson had reaebca any agreement relating to reiinquishment of any 
exclusivity riglit.s it might have wiSi respect to generic itmdafinti, and, if ntit, the Kxsis for any 
decision not to wrjvc such rights.* Oil May 1 9, 2009. the Cominission issued a new CiD to 
Watson and a subpoena ad testiftcanHitm to David A, Biichen, Watson’s Senior Vice Presaderrt, 
General Counsel, and Secretary. On May 22, ?.009, the Comini.ssion tssued a subpiietia ad 
testificandum to Petitioner. The Cunmiission also issued a CID and two subpoenas ad 
rsri^ctonrfHm to Carlsbad executives * 

Controversies, discussed more below, ensued about die adequacy of W’iitson’s CID 
re^cnjses. the necessjty of investigational hearings fbi The W'atson executive.s, and the schedule 
r?f the same As a result of these, discussions. -Mr Buchen ultimately appeared fur a bearing. Ln 
coiirrast, Mr. Bisaio re/used to nptrear and filed a petition to quasli, which Commis.iionet 
Harbour denied oti November 13,2009, Pursuant to Cominission Rule 2.6(f), 56 C F.S, § 2.6(f). 
Mr. IJisaro ha.s now asked the full Onmmi.ssion to review Commissioner Harbou’^’s ruling. 



Tte Supreme Cdnrt made clear that the Coiansisston has a right to conduct an 
investigation “if the inquiry is within the authority of the agency, the demand k not loo 
indefimfe and the mfomiation sought is reasonably relevant, ” US. v. Morton Salt Co , 338 U,S. 
632, 652 (1950). This standard applies to ariminisraiovo subpoenE.s i.ssueri by the Commission. 
See, g.g., FTC v Texaco. Inc., 555 F,2d S62, 872 (D C. Cir. 1977) (cn bunc); Adorns v FTC, 296 
F 2d 861, 866 (86i Cir. 1961 ), cert. denied. 369 l.bS. 854 (1962), Jn the context of ,a 
Commission investigatory subpoena, “[tlhe law on this issue is wcil-estaWishnd: so long os an 
agency acts within its authority, requests infiimmunn relevant to the lawful inquiry, imd makes 


‘Ths district court raceoMydcnicii Ccphalon's mofoti to dliaiiiM the coinplBiiU. FlCv. Ceste/on. Inc., 08-cv-2l4I,: 
mem op (E.D. Fa. M,sr. 29,2016). 

’ Petition at 6-7. 

‘ Faptis Duel., at 2 
’I'v6nonBl7-4I. 
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rrasonahk (iemantis, the oo>Jrt must tiphold the validity of the administrative subpoena." I'TC v 
Irtrentian Submission Corp., 1991 WI. 47104, *1 (D.D.C. 1991X aff'dS6i f.2d 1086 D.C. Hir 
1992), cert, dcniad, 507 U.S. 910 (1993). Petitioner canies aheavy buiden to show that the 
subpoena should not be enforced. 

Petitions does not challenge the CommisBlon** atifhority to issue the subpoena. Nor 
does t.he Petition claim that the discovery sought is not ‘'reasonably reievant" or too mdefinitc 
.Hather, f'etilionci ciaims diat the Cofflmtsiotm is itnpmperly using its com.pu]sory nrocoss by 
being ‘uureasonabte” in seeking his testimony, Petitiotw raises five objections to the subpciena; 
(t) the resolution authorizing the compulsory process has already produced one lawsuit against 
Cephaioir, and now cannot be used for the additional investigafoiy jwoccss directed to Watson; 
(2) the subpoena unreasonably demands infonnation that the Cotnmiasion already possesses; (3) 
snbpoeiiaantessonably seeks testimoiry &omthe“apex"of Wat.wn’sorganizatioB; (4) the 
subpoena was likejy issued Ibran fanpst^ier purpose; and (5) compelling Petitioner to travel to 
the Commissioa offices in Washington, DC to undago an investigational hearing is unduly 
burdensome.'® 

Because we find that none of these arguments is persuasive, we deny the Pelitian and 
Request in their entirety. We address each of Petitioner's five specific challenges below. 

I. 

We first address Petitionw’s threshold argum^ that the subpoena b improper because 
the lesjlutiofl aithoiizing the compulsory process has already culminated in one enforcement 
action;" Petilionej- ptovides no legal support for this proposition. A Cammis.don resolution 
authorizing compulsory process for an investigation does not, as a matter of law, expire 
automsticaily upon the filing of an esvforcement action or because some litigation regarding 
related subjects may have commenced. See, e.g , Linde ITiomson Langxoriky Kohn & Van 
Dyke. P.C. v. Sesofuiion Trust Carp., S F.3d 1S08 (D.C, Cit. 1993). To the conttaiy, multiple 
actions might be taken as a result ol infonnation obtained through compulsory process stemmisg 
from such a resolution. Moreover, as indicated above, the concerns that, prompted the. 
Commission’s current invesfigation relating to the ’346 Patent differ in scope from those that 
prompted its investigation of the “psw-for-delay” settlement agreements relating to the ’516 
Patent. However, hmth conipoccants of the investigation clearly fall wilhin the broad piUameters 
ofthecompulsoT process resolution, ic.,“[ljo determine whether ... Cailsbad Technology, 

Inc., W’atson Plurmaceuticals, Inc., or others have engaged in any unfair methods of competition 
that viofatc Section 5 oi the Federal Trade Commission Act, IS U.S.C. .Sec 45, as amended, by 
entering into agteements regarding modafinil prodortSi” As a result, we reject Petitioner's 
nrgument rhat because "foe Commission resolntion atrfhorizing compulsory process in 
coimectiou with the above-referenced mattar has already culminated in a lawsuit,’' it ‘may not 
now be resunected lo burden Watson with additional process,’^'* 


‘*.iRcq!iestBr3. 
' Recusft a: t. 
’^RequeaatS. 
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We turn ne.xi te Pcution«’s aiguinent lisaf the subpoena ccmpdiinH his testiTnoay is 
unreasonable because it demands infonnaticn thaJ. he contends, tite Commission already 
p-o.ssesses. Wliile Waison has provided the Cornmission infonnstioti relatini; to the ’346 Patent, 
Petitioner has not showi that Ws testimony will shed no additional tight on matters that fill 
within the scope of tJtc CoiTimtssion’'s investigatoi’y concents. As a key executive of Watson, 
Petitioner’s testimonymay well be useful in elaborating on the information or exptaining 
lelevaut oirctimstances, Under the broad standard applicable to the investigatory process. 
Commission staff fa enihled to question. Petitioner to dctemiine if be has any additional relevant 
infomiation. 

As L'ldicated above, the invesliganon related to tire '346 Patent tocuses on two critical 
questions; (11 whether the company has etttered into any agreement! dtal raslriet ii from 
relinquishing -my exclusirity it may have Ui eonnectiou witir that patent, and (2i if not, why the 
company is not pur,stiing potentially lucrative errangemenis with tiirrd partic.s concerning 
relinquishment. In connection witli these issues, mid as indicated above, the fViritmission issued 
ClDs to Watson and Carlsbad on May J9, 2009, arid subpoenas ad rejfi/icartdum to two 
executives at each company, including Petitioner. Petitioner contends that W^on “fiilly” 
responded to “each and ev'eiy” inqnity in the CID directed to it, aad that because Mr. Buchen 
confiimed tiic company ’s rcsqionses dunng hrs invesfigational hearing. Petitioner’s testimony ss 
uitnesessary.'’ Tuc tecoid, however, leaves certain open questions. 

On the first issue of inletcst, one of the OTld speci .ticutiotKdiiectcd tu Watson requited 
the company to ’'[ijdentify and provide one copy of each aiceeaneiii, v.'heLiier wtineii or oial, ihut 
prohibits, blocks, prevents, compronu.ses, ot limits in any way IValson or Clarlsbad’s ability to 
relinquish eligibility to claim ! 80-day Marketing Exclusivity for Generic Provigil,’’ .and to 
identify '‘[tjhc portion(s) of the agreement dial prohibit or limit Watson or Cariabad’s ability to 
relinquish.”'* hi response, Watson identified its scttismenl agreement with Cephalon as the only 
agreement that “may relate” to its ability to relinquish, but fsuled to identify the portions that 
prohibit or limit its ability to tclinquish.'’ In response to follow-up questions by staff designed 
to elicit complete an.-;wers. Watson simply stated that the -setUeraent agreement “.speaks for 
ifselt” mid, citing uttorTiey. client privilege, tefuseJ to provide any infonaation about Watson’s 
[Uideistanding of how that agreement might rcl,afe to marketing exclusivity As for 
Vr. Bucilai’s invesligatioiiai heating, he i Jcnlilictl an mdenuuiication provision in the Cephsilors 
.settlemettf agreemettt rfat "might relate to the investigation,” but dedined to answer questions 
about miy other provisions, including whether the settlcinent agreement limits Watsi'n'.s abitity 
to icIinquMi exclusivity.'’ Against this backdrop, iris reasonable for the Corr.Tni,s5ion to seek 


'/petitioaat 1.6. 

'* CID to Wataon, FIC Fife No. 06 1 b 1 83 (Issued May 1 9, 200911. 

“ Watson Responses in CID. FTC Fife No. 1)6 1 0 1 82 {June ! 0. 30091, 
“leiterfebinMma A. Raptu w .Saralisa Drau (June t7, 20091. 

" Budisnllanserip! at 47, 50-Sf- 
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testimony noni additional witnesses on these issues. Watson has Menfified Pen tioncr as die only 
other person other than Mr. Budien who ts knowledgeable about the issnea and it is therefore 
logical to .seek his testhnony. 

On the second issue of interest, oneof tlieCID speciScatiuus required Watsor. to 
“[i identity each company with, which Watson bad contaot relating to . . . eligibility to claim i SO- 
day Miirketing Exclasivity for Generic Ihovigil; pt tbe relinquishment titcreof,” and ’‘[w]helher 
Watson entered into an agreetnenl as a result of these disenssions, and the reason-s tor Watson’S 
decision.”'® In respon.se, Watw)n identified a partfcalar company with which it had diacnssionS, 
stated that specific terms were not discussed and dial no agreement or decision bad teen 
reached, but failed to provide any rationale” hi response to follow-up questions by staff 
designed ro elicit complete answers, Watson again failed to provide the IntbnnatioB .soagtit, 
based on aJIomey-client privilege.'® Yet at hdr. Bueben’s investigational hearing, be provided at 
least two rationales for not pursuing relinquishment: (I) discussions with the company .stopped 
after issuance of the Commission’ s process, and (2) his own business view that Watson would he 
inabetter position to launch its own product. Given this informatiott, after Watson’.s initial 
response failed to explain its decision and its follow-up response failed to provide the requested 
mftiiiMtion based on privilege, we again find that it is reasonable for the Cammission to pose 
questions to Petitioner to detennine what he knows. 

We recognize that questions directed to Petitioner about whether Watson has an 
agreement tiiat in some way limits Its ability to relinquish atfy marketing exclusivity nghts it has* 
as wdl aa about the basis for any decMon Of Watson not to relinquish any such righta, may 
implicate privileged eOmmumcatians. However, tiiat does not provide a basis upon which to 
quash the si&poena for hia testimony in its entite^. Rather, the proper procedure is for (1) the 
investigational hearing to take place; (2) Petitiotter to assert the privilege (as he believes it to be 
applicable); wd (3) ComBussion staff to establi^ fiicts through questioning to dcteraiine 
Whether Petitioner’s assertion is proper. 

nt 

Petitioner also .suggests that the .subporaia directed to him is unreasonable because, as 
Pre.siden1 and CEO of Watson, thete is no reason to believe that he has personal knowledge of 
relevant information tiiat cannot be obtained through othm tneani,® Petitioner provides no case 
law indicating that the so-calted ’’apex doettine” applies k an administrative investipGon. Even 
assumings witt.oni deciding, that the principle mi^ ajtpiyi we find that it does not provide an 
adequate basis to quash the subpoena here. 


” cm m Watson, i'fC riic No. 0610182 (Esued May 19, 2009). 

’ W3i£.yii ilcspo;iscs ‘o Oil?, nC File Ko. 0610182 (Jime 10, 2009). 
Lnitcr from Ma'ia RaetLs to Saralisa Erau (June 17, 2009), 

Bnehsn Transcript ^ 35,67-68, 

■’’Pelitioij at 17-19; Request at 2. 
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As a prelimiTian' matter, we note thar high-tHnfcmg esecntives are, of course, not 
insolaled fitiir. disiovcj^. Six West Setail Aapiisilujn, he. v. Sony Theatre iWitJ,:/. Com, 26S 
F.B.D. 98, 103 (S.D N.Y 2001). Even when such m executive denies havuijz ouisocd 
knowledge of relevant issiies, the exammirg party nitty let,, such a daim. Id. 

in the current investigation, the Couimission has already souglit information tiiroi^ a 
CID to Watson, through a CU) to Carlsbad, through an investigatinral hearing oi'Mr. Budjea, 
andthwugdl an invesUgaUonal hearing of a Carl.shad executive. Petitioner is another logical, 
possible source of relevant infbnnation, since Mr. Buchen identiSed him as the only person vrilh 
whom Mr. Buchen had discussions regarding potential relinquishment. In addition. Petitioner 
has petsonal knowledge of conversatious that he had with Mr. Bachtxi, a.s well as other factual 
informatiojitiat may not have been discovered yet and may notbeptivi'eged. Therefore, even 
under the stringent sta.ndard.s Petitioner suggests apply to admiinstrative investigations, the 
investi^itianal heauiifc' requested here is warra.nled. 

To summanze, wc find no basis ior Petitioner's as.seition that the .subpoena is 
**imreasonable” in rsquestiug Mr. Bisaro’s testimony. Accordingly, we reject Petitioner’s 
arguments to the cojits aty . 

IV. 

Petitioner further contends that the subpoena is improper because it was issued fornn 
improper purpose, i.e., "to pressure Watson to relmaiiish any exclusivity rights it may have, and 
diereby attempt to engineer generic entry into die modalhtil market,”® In particular. Petitioner 
asse/t-stbat Commission .staff threatened to cjintiriue ids investigation of Watson if the company 
did not reliiK}tii.',li any exclusivity rights it has, a.nd earned out that ihreat by issuing fae process 
at Issuemthe Petition, 

These allegations are baseless and do no! su|ipo!t the Petition’.s assertion lliat the 
sutqioena was issued for an improper poipose. The subpoena vvas issued pursuant to a valid and 
extant resolution “[tjo detertnine Neither Cephalon, Inc., Carlsbad Technology, Inc., Watson 
Pharmaceuticals, or others have engaged m any unfair methods of competition that violate 
Section S of the Fedeiai Trade Commission .Act, j 5 U.S.C. Sec. 45, as amended, by entering into 
agreements regarding mcvlafinil products,” Pur.suant to thtU re!«flulJon, the Commission is 
anrhorized to investigate vvhethsr Watson ha.s entered i.aia any s^reements relati.ng to 
relinquishment of any marketing exchKivin rights ttiat ii may have for generic modafinil, and, if 
not, whether it infeiids to relinquish such rights. In .such an investi.Kario.n, Comniissiou sisrST may 
explore or .suggest ccrlain actions that might negate any amioompetiuve concerai identified. We. 
find tiial issuing a subpoena for tile testimony of the President and CEO of Waison about any 
company apeetnents and discussions with third parties with regard to relinqui.sliment - aftei- first 
issuing CIDs to the company and leceivdng the te-siimony of another of its executives - is clearly 
a proper purpose. 


^“PelitiDnsi:!?- 
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Vi 

Finally, Petitioner contentis that If Us mvestigatioiial heaariiig is to protesd, it is ‘'■imduly 
buiaensome” for him to at PTC offices to Vashington, D.C. as opposed to his place of 
residence.''' I'ctitjoner provides nothing more than a gcBBralized as-sertion ofburden, and does 
not cxpiaci hov; Us travel: to and pmticifsatioB in an investigational hearing in W ashington, D.C 
i.s iBiduly burdcn 30 i.ne. On the ctinent record, we therefore reject Petitioner's request that tlic 
invettigational hearing proceed at a location other than die FTC’sotfices in Washington. 

Conchishin and Order 

For ail of ihe foregoing reasons, IT IS HEREB'V ORItERED THAT the Request be, 
and it hereby to DENIED, 

IT IS ECRTHEH ORDERED IHATPelitiancr^peai on April 15, 2010. for an 
tovestigadonal hearing in Washington, D.C., unless otherwise agreed to by Commission staff 

By direction of the CotHumssion. _ ^ ^ t 

Donald S. Clark 
Secietaiy 


'* Felitcn at 1!^: Rniuist at 3 
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IN THE XMTED STATES HISTRICT COURT 
FOR THE DISTRICT OF COLIMBIA 


) 

FEDERAL TRADE COMMISSION ) 

PetitioaeTt V 

) 

V, ) Misc.No.lrr0-TJlc-00289(CKK)(AK) 

) 

Paul M. BISAHO, ) 

) 

Respondent. I 

> 

DECLARATION OF SARALISA C. BRAU 

PlirSlifmtte28U,SC. § 1746, SaralisaC Btau declares asfoUows; 

1 ; l am a Deputy Assistant Director in the Health Care Division within the Bureau of 

Competition of the O.S. Federal Trade Commission (“FTC” ox “Commission”). I have day-rto- 
day supervisory responsibility over the Commi-ssioii’s modalinil investigation. 

2. I submit this declaration in support of the Commission’s Motion for Leave to 
Supplement Ihe Recotti and to Enforce the Subpoena Acf Testificandum tiirUtmib, The facts set 
forth herein are based tm my personal knowledge or information made known to me in the 
coiu'sc of my otEcuil duties. 

3. Tlu: CDmmi.Ssk)il openedfheniodafiniI investigation in 7006 in deterEninc if 
Cephalon, Inc. (“Cephalon"), Watson Pharmaceuticals, htc. {“Watson”), and certain other 
generic companies had entered into unlawful agreements to delay the intctxUtctwn ol generic 
version.! of ProvigU, CcphalcHi's branded itiodafinil pmdUct. The initiai plia.se of the modafinil 
investigation focused on the generic conrpBnisst dhallenges tQCeplifikin’sU S. Resissued Patent 

f 
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No. 37.516 (“the "516 patent”) Mcl Cephalon's 2005-2006 settlements of the '5 16 patent 
litigation, under which Watson and the olhet generic coiopaniES agreed they would rioi market 
generic modafmil until 2012. The initial pjssedf tteConnnission’s morltiftnil investigation 
ciihninaled in the filing of a&deral coart complamt against Cephaloa (bat pot Watson or ttie 
other generics) in Februaty 2008, which is currently being litigated in the Eastern District o f 
Pennsylvania, FTC y. Cephalon. &c., No. 2:08:-cv-214l-MSGj 2010 0,S; Dist. LEXIS 

29905 {E.J3, Pa. Mar, 29, 2010) (denying motion, to dismiss). After filing the complaint, the 
Corornission’s modaflniJ investigation rEtnained open, albeit inactive, 

4. The most recent phase of the modafinil investigation began vihen, in Janiiary 
2009, Commission staff fitst leanted that Cephalon had filed a new patent in the Bond and Drug 
Administration’s (“FDA’s”) Orange Book covering Ptovjgil, U.S. Patent No. 7,29?;346 f the 
<346 Patent”), and that Watson - on die same day « had filed a Paragraph TV certification. 
agaiiHf the *346 Patent claiming that the patent was either invalid or not iafianged by Watson"’s 
generic product. Based on my understanding of applicable statutes and regulations, these events 
created the possibility that Watson toight be a '‘Cist filed’ with regard to the *346 Patent , As 
“first filers,” generic companies are eligible for 180 days of marketing eacluSivih' at such fime 
tliat theFDA grants iinal approval toi their generic drug applications. That Waxson miglit bavc 
potential marketing exclusivity arising from the ‘346 patent raised questions abtnii whether 
Watson's agreement not to market generic modafinil until 2012 might act as an additioiLri 
impedimciil to generic mudalinil entry by dfiier g^ietic coinparues. In li^t of ihe.re new facts, 
FTC stall' resuincd the modafinil investigatwn. 
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5, Fsei-wccu Mardi2 and May S, 2005, Maafcus H. Meier, die Assislant Director of 
the. Health Care Divi.sion. Bird 1 initiated severe tete^pliaiie ealis to Watson’s counsel, Steven C. 
Sunshine of Skadden Arps, Slate, Meagher & Floto LLP, to discuss the ititest developments in 
the modafinil tnve.stigation. Those conversations, and ttAiat did and did not occur as a it’snlt o'' 
those Eunversations, raised troubling questions about whether Watson had entered into a 
potei!tially/>er se ualawfiil agreement with Cephaton not to relinquish any modafimt ii®fceting 
exclusivity it might have. Begnming in May 2009, the Commission issued additional 
compulsory process, including the subpoena ad testificandum to Mr. Bisato, to resolve those 
questions. 

the Evidentiaiy Basis for the Investigation 

6i The evidentiaty basis for staffs concerns about an untawfiil agreement between 
Watson and Gephaltaiiiot to relinquish Watson’s potential exclusivity tights centered on two 
issues. First, in Section 2,1 of the 2006 Settlement and License Agreement beiween Cephaloii 
and Watson’s business development partner, Carlsbad Technologies, Inc., (“ihe Settlement 
Agreement”), Watson had agreed not to “make, use, offer to sell, or sell, or actively induce or 
assist anymimr entity to use, offer to sell, or sell any Generic Modalinfl Product witliin 

the Teaitory , . . To the extent that Watsott’s agreement nbt to “actively induce or assist raiy 
other entity,” precluded it from retinquishing any e5tclustv% tights it might have, this pnivision 
could violate die anlitiust laws as an BgteemenLatnong potential competitors to block other 

’ fielllement Agreement § 2.1 (emphasis added). Although to the Commission's knowledge the 
parlies have not disclosed publicly the complete tenns of the Settieincnt Agrc-emen:, Ccpliah.'n 
mchideii a tedacteJ vei sion Kcntamiag.rtie laagB^ quoted above) a.s Exhibit 10.1 to its iO-Q, 
filed with the S1-,C on Noveinix-t S, 2D06, 

37 
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generic eninpeSitors {rpin entering the market. SeeInriCardaem CD Antitrust Lingaiiim, 332 
F 3d 907-0i! (6* Cir. 2003){cdndeitiiiiiig an agreement between a brand aod generic 
company not to reliiicjuish estctusJvityTi^ilsas aperJB violation of the anfiteust laws). Thiis 
provision of the Settlement Agteetnent had nol been a focus of the initial phase of the 
investigation, because Watson was not a first filer with regard to the *55fi patent, and was 
fhetefore .not eligible for marketing eadusivity. That changed, however, after FTC staff teamed, 
ih .lanuaiy 2009, that Watson was a first filer vyith potential exclusivity nghts arising from the 
latw-Hsted ‘346 pmcnt, 

7> Second, Watson appeared disinclined to pursue a potentially profitable bnsiaess 
oppormniQt itt which it could relinquish any modafinil exclusivity rights it might have in 
exchange for substantial compensation. In a telephone conversation with Mr. Sunshine in Mafoli 
2009, Mr, Meiei posited hypothetical scenarios to efxplore whether Watson might profit fiom 
relinquishment of any exclusivity rights it might have. Based oa my understanding of the facts 
at Ihe tiine, it appeared that reUnquishment could be a more profitable option for Watson than 
Waiting to launch its generic modafinil product under the terms of the Settlement Agfeetnent. 

8, Oil March 13, 2009, Mr. Meier asked Mr. Sunshine if Watson would lie interested 
in talking with a thin! party, Apmex, Inc. (“Apotex”) about a poteatlBl agreemeni to relinquish 
whatever marketing exclusivity rights Watson might have. Mr. Sunshine affirmed that Watson 
would Ik interested in talking to Apotex about the possibiiily ofreluiquislunent, and identified 
David Buchen, Watson's General Counsel, as the pefSOTi at Watson tli.rt .Apotex should contact 

9, Tf Watson chose to relfaqiBsh its petennal exclusivity, the F'f C's ongoing 
investigation about whether Watson had agteed WifoC^lialon not to relinquish its exduiivity 

■ lA" : 



205 


Case 1:1 0-mc-00289-CKK-AK Document 32-3 Filed 07/22/10 Page 6 of 9 

would tisvebecn rcsolvts:i, leaymg nothing finthacfe investigate. In contrast, if Whisoh chose 
not to relinquish its potential exclusivityj the FTC would Hoed tn assess whether Watson was 
acting independently or whetherihe reason for the decision was attributable to an imiawful 
agreement with .Cephalon not to relinquish. 

10. On May 5, 2009, IrfriMeier and I called Mti Sunshine to detecnikie whether there 
had been any fiirtier developments relating to Watson’s potential relinquishment On May 6, 
2009, Mr. Meier and 1 placed a similar call to Apotex’s Vice President of Global Intellectaal 
Propetty, Shnshank Upadhye. Mr. Upadhye told FTC staff that discussions wi th Watson had 
stalled and that Watson did not appear to be interested in pursui ng a business annngeOient with 
Apolex, Based bii these con versations, by early May 2009, it appeared to FTG staff that Watson 
was not iiitefested in potential leiinqulshment- 

11. Watson’s apparent decision to forego a potentially profitable business 
opportunity relating to relinquishment raised further questions to staff about why Watson was 
acting in a manner that appeared to be contrary to its own economic interest. These questions, 
combined with staff’s concerns about Secdom 2. 1 of the Settlement Agte«ment, required farther 
investigalioh to assess whether the reason for the decision was attributable to an unlawftii 
agrceirieiit with Cephalon not to relinquish. 

Watson Repeatedly Fails to Answer tbeFTC’s Questions 

12. On May 19, 2009, die ComnnSsiOTi issued narrowlytargeled Civil Investigative 
Demands f ClDs") to Watson (die “Watson ClQ”) and its devetopment partuer, Carlsbad, to 
determine, inter alia, whether Watsonisapurtvto any agteenient that limits its ability to 
relinqiush any marketing e.vclusmly rights it may have with respect to generic I’rovigil. 

5 
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13. Specificaily. Stx:ciiicalion 3 of she Watson CID required it to identity “each 
uaTecmeal, Wittea or oral, that prohibits, biocks, pres-ents, coBsptomtses, or limits in onyway 
Watson ot Carl-sbad’s ability to relintiiHsh ciigibilit}' to claim 180-day Marketing Excluafrtiy for 
Generic Provigil,‘’as well as “[t]he pcirtian(s) t'f the agreement that prohibit nr bmit Wafson’scir 
Carlsbad’s ability to tclinquish." (Pet’r’S Reply Mem. in Supp. of Pet. for an Order Eitforcing 
AdministrativE Subpoena Ad Testificandum and Opp’ii to Re^’t’s Mot. to Compel, 
Supplemental Pet, Ex. 2. (Doc. No. 20)) 

■id.. In its written .response dated June 10. 2009, Watson idenufietl the Settlement 
Agreement as the only agreement that “may relate’ to its ability to relinquish, stating that “[a]fiy 
relevant lilniiatioriS or restrictions are contained therein.” Watson, howieveA did not identify the 
relevant portions uf the agreemeut as required by Specifioaljon 3 oftlieCrD. \ld at Ex. 2.) On 
.bine 1 1, 2009, Cmnmis.sion staff respriiidcd with a letter to Watson’.s counsel iilentifying toe 
deficiency of Watson’s initial C5D response and again requesriiig that it identify llit relertot 
portion of tlic Scttlcincat Agreement as requited by the CID. (Id. at Ex. 3.) 

15, to a letter from counsel responding to Conunission staff on June 17, 2009, 
Watson ^to refiised to provide the requested information, stating feat “[t]ha Agreement speaks 
for itself,” and claiming privilege for“W'at.sO!i's iinalysis of... how toe Agreement may relate to 
FD.A mariceting exc!u.imty,” {!d. al Ex. 4-3 

Ife ' During the Jvjie 25, 2009 investiganonai hearing of David Btichen, Watsdo's 

General Counsd, Mr, Buchen identified an mdemTnficaticm provision of the Settlement 
Agreement (hat relate to the investigation,” but refused to answer vdien asked about any 
other provisions- (U a! Ex. 5.) Mf. Buchen also refused to answer when asked whether the 


6 
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Settlemenl Agteemcui limits Watson ability to xeiinquisli aiy ri^ts to fDflrMng exclusivity it 
may have with resjiect to geiient Provigil. (Id) 

1 7. Tlie May 19, 2009 Watson CIO alsi> sought information relating to Watson’s 
discussions with third iiarties regarding lelinquislinient. Specifically, Specifiaition A required 
Watson to identify “eaish ctmipaxiy with which Wataoft had contact relating Jtx , eligibility to 
olrtini I SD-day Marketing F,xclusivity for Generic Provigil; or the rolinqiiishnient thereof,” and 
“fwjhether Watson entered into an agreeinent as a result of these discussinns, and the reasons for 
Watson’s decisKM/’ (M at Ex. 2.) 

18. On June 19,2009, Watson lilentrfied Apotex iii ife written response as a finn with 
which it haddiscussMrtSluiquishmenl, stating that “[njo agreement or decision has been 
reached.’’ Watson, however, did not provide the reasons as required by Specificatian 4 of the 

F”l C’.s CtD. (M) On .lujte 3 1, 2009, Commi.ssion staff identified the deficiency of Walsoil’S 
imlial Cl[7 reSponse in a letter to counsel, and rcr|uested again that WatsDn. provide the reasons 
why rw agreeroent was reached with Apotex, (M at Ex. 3.) 

1 9. Again, Watson refused to provide ttie requested infoniiatioa. In a letter frtxn 
counsel on June 1 7, 2009, Watson responded. that the coiapany’s decMon “'is inextricably 
intertwined with legal niattets, Watson’s internal deliberations regarding this matter implicate 
legal adviee and are protected ft oin disdositte by the attotney-clieiil privi!ege.”(7;f at Ex. 4.) At 
lus June .23, 2009 mvesugational hearing, however, Mr. Uuchen identified for the first time two 
appatentlyoon-jBivileged bases for not pursuing an agreement with Apotex (Id at Ex. 3.) Mr. 
Biicheii also identified Mr. Bisaro as the only petadn at Watson with whom he had spoken 
regarding relevant discussions with a third patty about a possible deal for gaictic Prnvigil. (Id) 
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Mr. Bisaro, as President and CEO of Watson, is well positioned to tesd^, among other things, 
about wh^er a potential tuisuiess aBangement wth a third to reiinqiiish any modafinil 

occJusiviWts likely to be in tlie company’s economic inteiest. 

1 declare under penalty of peijUry that the foregoing Is true and correct. 

Executed om My 21, 2010 

Deputy Assistant Director 
Bureau of Ccmpetition 
Federal Trade Commission 
Washington, DC 20580 
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